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AGRICULTURE,  RURAL  DEVELOPMENT,  FOOD 
AND  DRUG  ADMINISTRATION,  AND  RELATED 
AGENCIES  APPROPRIATIONS  FOR  1994 

Tuesday,  March  16,  1993. 

FOOD  AND  DRUG  ADMINISTRATION 

WITNESSES 

DAVID  A.  KESSLER,  M.D.,  COMMISSIONER  OF  FOOD  AND  DRUG  ADMINIS- 
TRATION 
JANE  E.  HENNEY,  M.D.,  DEPUTY  COMMISSIONER  FOR  OPERATIONS 
CAROL  R  SCHEMAN,  DEPUTY  COMMISSIONER  FOR  EXTERNAL  AFFAIRS 
MARY  JO  VEVERKA,  SENIOR  ADVISOR  FOR  MANAGEMENT  AND  SYSTEMS 
DENNIS  P.  WILLIAMS,  DEPUTY  ASSISTANT  SECRETARY  FOR  BUDGET 

Mr.  DuRBiN.  Welcome  to  this  meeting  of  the  Appropriations  Sub- 
committee for  Agriculture  Rural  Development,  Food  and  Drug  Ad- 
ministration, and  related  agencies. 

We  are  here  today  to  welcome  the  Commissioner  of  the  Food  and 
Drug  Administration,  Dr.  David  Kessler,  along  with  some  of  his 
colleagues  from  the  Agency. 

This  is  an  historic  day  for  this  subcommittee,  maybe  for  Capitol 
Hill.  Not  only  your  appearance,  which  we  certainly  welcome,  but 
this  is  the  first  day  that  this  subcommittee  is  going  smoke  free. 
This  subcommittee  and  the  adjacent  staff  rooms  will  be  smoke  free, 
and  we  hope  to  encourage  our  colleagues  in  other  offices  across 
Capitol  Hill  to  follow  suit. 

Mr.  Skeen.  No  dipping  or  chewing  either. 

Mr.  DuRBiN.  No  dipping  or  chewing. 

Mr.  Myers.  Have  you  convinced  the  committee  room  next  door? 

Mr.  DuRBiN.  We  are  going  to  work  on  them  one  at  a  time. 

Mr.  Myers.  I  don't  think  you  will  be  here  long  enough. 

Mr.  DuRBiN.  They  said  we  couldn't  take  smoking  off  airplanes 
either,  John,  but  you  have  to  stick  with  it.  I  am  hoping  that  will  be 
a  precursor  for  good  things  to  come  for  the  health  of  the  people 
who  work  here  on  Capitol  Hill. 

We  are  particularly  happy  to  welcome  Dr.  Kessler,  and  I  first 
want  to  congratulate  you  on  your  reappointment.  It  is  quite  a  privi- 
lege to  have  served  not  only  under  President  Bush  but  to  be  asked 
to  have  the  same  responsibility  under  President  Clinton.  I  think  it 
is  a  testimony  to  your  fairness  and  professionalism  and  the  wonder- 
ful people  who  work  with  you  at  the  FDA.  We  know  your  substan- 
tial responsibility  in  that  agency. 

This  subcommittee  is  trying  to  be  as  responsive  as  possible  to  our 
shared  concerns  about  the  health  of  Americans  and  to  make  cer- 
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tain  that  your  agency  is  efficient,  professional  and  meets  our  Na- 
tion's needs. 

With  that — by  way  of  introduction,  I  will  be  happy  to  make  your 
statement  a  part  of  the  record  and  invite  you  at  this  point  to  make 
any  comments  or  summarize  your  prepared  statement  as  you  see 
appropriate  so  we  can  ask  a  few  questions. 

Dr.  Kessler.  Thank  you  very  much,  Mr.  Chairman. 

We  have  submitted  a  written  statement  for  the  record,  and  what 
I  would  like  to  do  this  morning  is  just  to  highlight  some  of  the 
major  points  in  that  statement. 

In  addition,  I  would  like  to  give  you  and  your  colleagues  a  sense 
of  the  territory  the  FDA  has  covered  over  the  last  year  or  two  and 
where  we  intend  to  take  the  agency. 

Here  with  me  today  are  senior  FDA  managers,  Dr.  Jane  Henney, 
Deputy  Commissioner  for  Operations;  Ms.  Carol  Scheman,  Deputy 
Commissioner  for  External  Affairs;  Ms.  Mary  Jo  Veverka,  Senior 
Advisor  for  Management  and  Systems;  and  Dennis  Williams,  who 
is  Deputy  Assistant  Secretary  for  Budget  of  the  department. 

First,  Mr.  Chairman,  I  am  proud  to  say  that  a  reinvigorated  FDA 
is  on  the  job.  We  are  protecting  consumers  from  unsafe  and  fraudu- 
lent products.  We  are  seeking  to  ensure  that  the  public  has  access 
to  safe  and  effective  new  therapies.  And  we  are  striving  to  see  that 
American  consumers  have  the  information  they  need  to  make  in- 
telligent decisions  about  the  products  they  use  £uid  the  remedies 
available  to  them. 

I  am  delighted  to  be  here  and  pleased  to  report  our  progress.  I 
don't  think  I  need  to  remind  anyone  here  that  the  1980s  were  not 
kind  to  the  FDA.  Responsibilities  increased;  resources  diminished. 

Fortunately,  by  1990,  Congress  had  begun  to  help  reverse  this 
trend  and  to  redress  the  resource  imbalance  that  had  grown  during 
the  past  decade.  That  was  a  fundamental  step  toward  restoring  the 
credibility  of  this  proud  old  agency. 

Since  I  came  to  the  agency  two  years  ago,  we  have  focused  on 
improving  FDA's  manaigement,  strengthening  its  enforcement  and 
streamlining  our  product  review  responsibilities.  Let  me  briefly  dis- 
cuss each  one  of  these  in  turn. 

MANAGEMENT 

The  structure  and  leadership  of  this  agency  have  changed  almost 
beyond  recognition.  Since  early  1992,  two  new  center  directors  have 
been  named,  a  third  acting  director  has  been  named,  and  we  are 
seeking  to  fill  a  fourth  vacancy. 

We  have  tried  to  open  up  the  decision-making  process  of  agency. 
We  have  established  a  Science  Board  for  the  FDA,  a  group  whose 
ranks  are  drawn  from  the  most  senior  in  this  Nation. 

Our  collaborations  with  our  colleagues  at  the  NTH  have  been 
strengthened.  We  are  true  colleagues. 

We  have  taken  steps  to  ensure  the  integrity  of  FDA's  decisions. 
We  have  created  am  Office  of  Investigation  so  that  the  agency  will 
be  part  of  the  discovery  process. 

And,  in  the  past  two  years,  we  brought  a  new  vigor  to  policy 
issues.  We  are  getting  out  new  regulations  fsister  than  ever  before. 


Our  food  biotechnology  policy  shows  our  willingness  to  confront 
difficult  issues  head  on.  We  are  developing  guidance  on  gene  ther- 
apy, and  we  are  working  with  others  to  create  a  new  framework 
for  dealing  with  the  regulation  of  human  tissue. 

We  have  reaffirmed  that  the  food  label  must  present  accurate  in- 
formation in  a  way  that  people  can  understand  and  use.  With  the 
support  and  cooperation  of  Congress,  the  new  food  label  will  be  a 
major  public  health  legacy  and  a  nutritional  landmark  that  will 
last  until  the  21st  century. 

ENFORCEMENT 

On  the  enforcement  front,  I  can  say  that  we  have  become  once 
again  an  FDA  that  vigorously  enforces  the  Federal  Food,  Drug  and 
cSsmetic  Act.  We  have  streamlined  our  enforcement  processes  and 
made  them  faster. 

We  are  pajdng  more  attention  to  our  field  force  these  days.  To 
complement  that  force,  we  have  created  an  Office  of  Criminal  In- 
vestigations. The  number  of  injunctions,  the  numbers  of  seizures, 
and  the  number  of  criminal  cases  referred  to  the  Departrnent  of 
Justice  have  all  increased.  We  have  strengthened  our  ties  with  our 
colleagues  in  the  individual  States,  and  we  work  jointly,  not  at 
cross  purposes. 

Many  of  the  most  important  enforcement  actions  we  have  taken 
in  the  past  few  years  had  as  their  ultimate  goal  the  providing  of 
information  that  is  accurate  and  not  misleading.  Where  enforcing 
the  statute  is  concerned,  it  is  fair  to  say  that  over  the  past  24 
months  we  have  gained  the  attention  of  the  industries  we  regulate. 

PRODUCT  REVIEW 

The  efficient  review  of  new  products  is  absolutely  essential.  Since 
1990,  there  certainly  has  been  no  shortage  of  change  in  the  review 
of  new  drug  and  biologic  products.  In  many  ways,  our  centers  for 
drugs  and  biologies  have  become  more  flexible  and  innovative.  The 
new  drug  and  generic  drug  and  biologic  approvals  for  1992 — ^which 
increased  by  15  percent  to  387 — reflect  that  commitment  to  effi- 
ciency and  change. 

There  has  been  an  overwhelming  recovery  in  our  generic  drug 
program.  The  pendulum  has  swung  considerably  when  it  comes  to 
drugs  for  life-threatening  and  serious  diseases.  The  old  debate 
about  drug  lag  has  given  way  to  a  grand  experiment  in  mutual 
commitment. 

The  Prescription  Drug  User  Fee  Act  of  1992  represents  an  agree- 
ment of  enormous  potential  magnitude  between  the  FDA,  the  Con- 
gress, the  industry  and  the  public.  It  also  represents  the  commit- 
ment of  the  FDA  to  strengthen  and  streamline  its  product  review 
programs. 

In  each  of  these  areas — policy,  enforcement,  product  review — ^we 
have  reeiffirmed,  in  unequivocal  terms,  the  strength  of  this  agency. 

Mr.  Chairman  and  members  of  this  committee,  let  me  say  a  few 
words  about  where  the  FDA  is  heading.  I  will  not  take  the  time  to 
lay  out  the  many,  many  challenges  we  face.  Our  responsibilities,  as 
you  said,  is  vast  as  the  task  is  enormous.  Rather,  I  would  like  to 


focus  on  three  topics  in  particular:  One,  vaccines;  two,  medical  de- 
vices; and,  three,  imported  products. 

VACCINES 

FDA's  mandate  as  a  public  health  agency  is  nowhere  more  ap- 
parent than  its  responsibilities  for  the  vaccine  supply  of  this 
Nation.  For  it  is  the  FDA  that  reviews  the  safety  and  efficacy  of 
new  vaccines,  and  it  is  the  FDA  that  tests  each  lot  of  vaccine  for 
potency. 

Our  involvement  with  vaccines  covers  the  map:  From  the  intri- 
cate and  complex  science  required  to  develop  and  evaluate  new 
vaccine  products  through  tests  and  trials  and  monitoring  of  ad- 
verse events  and  changes  in  labeling. 

The  story  of  FDA's  central  role  in  vaccines  is  really  the  story  of 
the  dynamic  field  of  vaccine  development.  It  is  the  story  of  how  sci- 
entists in  the  private  and  public  sectors  alike  are  drawing  upon 
highly  sophisticated  new  technologies — recombinant  DNA  tech- 
niques, for  example,  or  new  ways  to  stimulate  immunity — in  their 
quest  for  new  vaccines.  Last  year,  about  one-quarter  of  the  new  ap- 
plications for  clinical  trials  we  received  involved  these  new  technol- 
ogies. 

It  is  also  the  story  of  how  scientists  seek  to  improve  existing  vac- 
cines. Our  job  to  ensure  that  every  lot  of  every  vaccine  a  child 
takes  is  just  as  safe  as  it  can  be. 

It  is  the  story  of  the  search  for  preventive  and  therapeutic  vac- 
cines for  AIDS,  and  it  is  the  story  of  how  we  are  searching  for  new 
combination  vaccines,  products  that  are  more  convenient  but  raise 
new  questions  about  safety  and  efficacy. 

It  is  a  matter  of  considerable  note  that  we  are  working  with  the 
World  Health  Organization  and  the  Pan  American  Health  Organi- 
zation on  programs  to  increase  immunization  rates  the  world  over. 
And  it  goes  without  saying  that,  as  an  institution,  the  FDA  strong- 
ly supports  the  President's  new  vaccine  initiative  led  by  Secretary 
Shalala.  As  a  pediatrician,  let  me  say  I  look  forward  with  great  an- 
ticipation to  the  day  not  too  far  in  the  future  when  all  American 
children  can  be  properly  vaccinated. 

MEDICAL  DEVICES 

The  field  of  medical  devices  presents  enormous  challenges  and 
opportunities.  These  essential  products  represent  an  enormous 
span  of  technology  and  complexity.  And  it  is  imperative  that,  in 
the  age  of  AIDS,  even  the  simplest  of  medical  devices — products 
such  as  latex  gloves  and  condoms — must  do  what  they  are  designed 
to  do. 

The  medical  device  industry  in  this  country  is  large,  it  is  growing 
rapidly,  and  it  is  a  constant  source  of  innovative  products.  We  are 
receiving  more  and  more  medical  device  applications,  and  those  ap- 
plications tend  to  be  more  complex  than  in  the  past.  And,  over  the 
past  year,  our  review  times  have  lengthened,  and  the  backlog  of  ap- 
plications has  risen.  Naturally,  we  are  concerned  about  this. 

To  ensure  that  the  complex  new  devices  are  adequately  tested, 
we  have  studied  how  clinical  trials  are  designed  and  conducted, 
and  we  intend,  in  working — after  a  decade  of  confronting  issues 


like  the  Bjork-Shiley  heart  valve  and  breast  implants  and  intra- 
uterine devices,  we  intend  to  rachet  up  the  quality  of  science  we 
rely  on  to  judge  the  safety  and  efficacy  of  selected  new  medical  de- 
vices. 

To  be  sure  that  we  are  using  our  resources  as  efficiently  as  possi- 
ble, we  have  prepared  a  Management  Action  Plan  for  the  Center. 
Dr.  Bruce  Burlington,  a  seasoned  manager  who  helped  strengthen 
and  rebuild  the  generic  drugs  program  and  who  played  a  crucial 
role  in  user  fee  negotiations,  last  month  joined  that  Center  as  a 
new  director. 

We  are  working  closely  with  the  medical  device  industry  on  all 
fronts.  We  fully  understand  the  need  of  industry  for  a  predictable 
review  process — a  reasonable  expectation  of  just  how  long  review 
time  will  take  and  just  what  industry  C£in  expect.  We  are  not  there 
yet,  but  we  wsint  to  get  there  just  as  much  as  the  industry  wants  us 
to  get  there. 

I  would  be  remiss  if  I  failed  to  mention  a  particular  medical 
device  challenging  the  agency.  That  is  carrying  out  the  Mammog- 
raphy Quality  Standards  Act  of  1992.  The  act  will  improve  the  reli- 
ability of  mammography  for  American  women,  but  it  also  places 
many  new  demands  on  the  agency's  resources. 

IMPORTS 

Let  me  conclude  with  a  word  about  imports.  More  than  one-and- 
one-half  million  shipments  are  offered  for  import  each  year,  and  it 
is  our  job  to  ensure  that  these  products  meet  American  standards. 
Current  resource  levels  sdlows  us  to  examine  and  sample  less  than 
10  percent  of  these  entries,  85  percent  of  which  are  food  products. 

We  will  never  be  able  to  sample  every  import.  We  have  focused 
our  efforts.  We  have  zeroed  in  on  what  FDA  and  the  Customs  Serv- 
ice CEill  bad  actors,  importers  who  repeatedly  bring  in  violative 
products.  We  have  identified  potential  problems  with  specific  prod- 
ucts and  focused  our  energy  on  imports  of  those  products. 

Increasingly,  we  are  relying  on  computers  to  increase  our  effec- 
tiveness. We  are  pilot  testing  a  computerized  screening  process  in 
the  Seattle  area  with  the  U.S.  Customs  Service,  and  our  new  com- 
puter system  for  monitoring  imports  will  begin  operating  this  year. 

It  has  become  a  truism  to  say  that  ours  is  a  global  economy. 
Canned  tuna  that  Americans  eat  every  day  may  be  packed  domesti- 
cally, in  the  South  Pacific  or  in  the  Far  East.  Latex  gloves  that  pro- 
tect our  health  care  workers  may  be  made  in  Ontario — or  in  Outer 
Mongolia. 

The  traditional  responsibilities  of  the  FDA  transcend  interna- 
tional boundaries.  FDA's  analytical  methods,  our  procedures,  our 
expertise — all  of  those  have  become  the  gold  standard  for  the 
world. 

Earlier  this  month,  we  received  a  call  from  the  Ukraine,  asking 
the  FDA  to  help  that  new  nation  develop  a  vaccine  program.  That 
is  just  an  example  of  the  international  esteem  we  enjoy.  We  owe  it 
to  American  citizens  to  maintain  and  improve  this  gold  standard  of 
consumer  protection.  In  the  end,  the  principles  that  the  FDA  em- 
bodies— high  standards,  quality  science,  and  the  utmost  integrity — 
are  in  the  best  interests  of  everyone. 
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Thank  you,  Mr.  Chairman. 

Mr.  DuRBiN.  Thank  you,  Doctor. 

[Clerk's  note. — The  Commissioner's  prepared  statement  appears 
on  pages  185  through  203.  The  FDA  budget  justifications  were  re- 
ceived by  the  Committee  on  April  7  and  appear  on  pages  204 
through  313.] 

Mr.  DuRBiN.  It  is  nothing  short  of  amazing  that  for  only  $759 
million  we  have  tasked  your  Agency  with  the  responsibility  of  reg- 
ulating products  worth  about  a  trillion  dollars  in  the  American 
economy.  Your  testimony  indicates  that  is  equivalent  of  25  cents  of 
every  dollar  spent  by  American  consumers.  That  is  a  substantial 
responsibility,  and  when  you  consider  in  a  Federal  budget  of  one- 
and-a-half  trillion  dollars  that  your  budget  is  less  than  1  billion 
and  you  were  given  that  responsibility,  I  have  to  tell  you  that  I  am 
very  impressed  with  what  you  have  done. 

Some  of  the  questions  I  am  going  to  ask  may  go  into  areas  where 
we  were  looking  for  mutual  improvement,  where  we  can  help  you 
and  where  the  agency  can  see  improvement.  Let  me  be  specific. 

NEW  LAWS 

In  the  past,  we  have  talked  about  some  12  different  '^ew  statuto- 
ry responsibilities  given  FDA.  I  don't  know  if  that  number  12  is  al- 
together accurate,  but  in  the  last  10  years  we  have  seen  a  growing 
awareness  among  American  consumers  of  the  need  for  more  safety 
and  health  regulation,  and  we  have  asked  your  agency  to  take  up 
that  responsibility  in  many  different  ways.  You  have  discussed  a 
couple  of  those  and  I  would  like  to  probe  those  a  little  more  if  I 
could. 

The  Clinical  Laboratory  Improvement  Act  asks  the  FDA  to  go  in 
and  inspect  these  laboratories  to  make  certain  they  meet  profes- 
sional standards.  Are  we  dealing  with  a  deadline  here  for  that  in- 
spection procedure  to  be  under  way  or  completed? 

Dr.  Kessler.  Yes.  And  that  also  applies  to  the  Mammography 
Quality  Standards  Act.  There  are  deadlines  and  there  are  major 
challenges  in  both  of  those  acts  that  we  face. 

Mr.  DuRBiN.  Can  you  tell  me  in  each  case  what  the  deadline 
might  be? 

Dr.  Kessler.  The  Mammography  Quality  Standards  Act  is  a  very 
important  statute.  Just  as  a  physician,  as  one  who  was  running  a 
hospital  that  provided  mammography  services,  I  saw  a  range  of  dif- 
ferent types  of  mammography  services  provided  by  different  pro- 
viders in  the  vicinity  of  the  hospital,  the  need  for  quality  assurance 
in  that  industry  is  absolutely  critical. 

This  was  enacted  last  year.  It  was  a  very  important  statute.  We 
support  it  entirely.  There  is  a  deadline  of  October  1994  that  re- 
quires us  to  inspect  and  certify,  to  have  regulations  promulgated, 
regulations  in  effect  and  have  every  single  mammography  oper- 
ation certified  by  October  1994.  If  that  certification  is  not  done, 
those  operations,  those  providers,  go  out  of  business. 

I  am  very  seriously  concerned  that  that  statute,  which  was 
passed  last  year,  had  no  additional  resources.  The  administration  is 
addressing  the  Mammography  Act,  how  to  deal  with  this  important 


bill  as  part  of  the  investment  package,  and  there  are  discussions 
under  way. 

But  meeting  that  timetable,  even  if  I  had  all  of  the  resources  m 
the  world,  to  go  through  notice  and  comment,  rule-making,  to  get 
the  regulations  in  and  up,  to  get  the  States  ready  to  certify,  and 
then  to  get  9,000  certifications  done  by  October  1994,  Mr.  Chair- 
man, if  I  told  you  that  I  can  do  that,  I  would  be  misleading  you.  It 
is  something  we  are  going  to  need  to  work  on  with  Congress. 

It  is  a  very  important  act.  We  have  to  get  those  certifications.  We 
have  to  improve  the  quality  assurance.  But  I  think  we  have  to  be 
realistic  in  when  we  can  get  those  done  by. 

CLIA,  the  Clinical  Laboratory  Improvement  Act,  is  a  little  differ- 
ent. FDA  did  not  have  any  direct  responsibility  in  that  statute.  We 
stepped  up  to  the  plate  and  said,  how  could  we  help  improve  what 
is  going  on,  and  we  have  proposed  an  FDA  role  in  the  implementa- 
tion of  the  clinical  laboratories  amendment. 

We  can  do  the  quality  assurance  on  a  piece  of  equipment  so  we 
know  that  those  quality  assurance  and  quality  controls  are  built 
into  the  device  approval  process.  And  we  said,  we  would  be  happy 
to  do  that,  and  therefore  small  laboratories  and  small  doctors'  of- 
fices could  be  able  to  use  those  equipments  that  we  had  quality  as- 
sured, up  front,  in  their  offices,  stay  in  business,  if  we  had  received 
some  of  the  user  fees  that  are  mandated  under  that  act  to  do  that 
function. 

As  we  talked  about,  the  work  load  on  medical  devices  is  astro- 
nomical, adding  even  more  responsibilities  without  additional  re- 
sources, I  can't  keep  robbing  Peter  to  pay  Paul. 

Mr.  DuRBiN.  Can  you  give  us  an  estimate  of  what  resources  are 
needed  to  support  these  three,  the  Safe  Medical  Devices  Act,  CLIA 
and  the  Mammography  Standards  Act?  What  do  you  need  in  full- 
time  equivalent  employees  or  staff  resources  to  perhaps  not  meet 
the  October  1994  deadline,  but  move  toward  it  in  a  responsible  pro- 
fessional way? 

Dr.  Kessler.  Let  me  ask  Dr.  Bruce  Burlington  to  join  us  at  the 
table.  He  is  the  new  center  director.  The  estimates  in  the  past  for 
the  Mammography  Quality  Standards  Act  of  1992,  just  on  the  front 
end,  because  there  are  user  fees  attached  in  out  years,  is  65.  The 
Clinical  Laboratory  Improvement  Act  of  1991  has  171  FTEs  that 
would  be  necessary  to  do  our  share  of  the  responsibility.  And  the 
Safe  Medical  Device  Act  of  1990  would  require  309  FTEs  to  carry 
out  the  functions  of  that  statute. 

Dr.  Burlington. 

Dr.  Burlington.  The  staff  of  the  center  has  looked  at  these  acts 
and  has  develoi>ed  an  approach  that  involves  implementing  them 
over  a  reasonable  time  frame,  but  nonetheless  trjring  to  reach  the 
statutory  deadlines.  As  Dr.  Kessler  has  already  indicated,  there  are 
a  number  of  things  that  are  rate  limiting,  including  development  of 
rules  that  make  it  extraordinarily  difficult,  even  if  we  had  those 
resources  today.  But  nonetheless  they  have  done  some  of  the  rob- 
bing Peter  to  pay  Paul  and  have  already  committed  at  least  a 
modest  level  of  resources  to  getting  started. 

Mr.  DuRBiN.  Tell  me  about  the  next  fiscal  year.  The  figures  you 
have  given  us  represent  the  total  implementation  of  inspection  and 
the  li^e  under  these  acts.  What  is  reasonable,  in  the  next  fiscal 
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year,  for  you  to  bring  into  this  effort  professional  people  brought 
on  board  or  transferred  within  your  agency,  to  meet  the  statutory 
responsibilities? 

Dr.  BuRUNGTON.  Well,  you  have  alluded  to,  Mr.  Chairman,  one 
of  the  key  problems,  and  that  is  getting  the  people  on  board  in  a 
reasonable  time.  There  is  a  start-up  cost.  We  think  that  in  the  first 
year  of  getting  into  the  Mammography  Quality  Standards  Act  that 
we  need  40  people,  but  that  is  this  year,  which  is  already  half  past. 

Mr.  DuRBiN.  How  many  people  do  you  have  committed  this  year 
to  the  effort? 

Dr.  BuRUNGTON.  We  have  four  people  working  on  this,  less  than 
full  time  as  of  today. 

Mr.  DuRBiN.  What  about  CLIA? 

Dr.  Burlington.  CLIA,  we  also  have  a  very  modest  investment 
to  date;  and  we  had  estimated  we  needed  40  people  again  or  in  the 
neighborhood  of  40  to  45  people  in  the  first  year  of  that,  which  we 
are  well  into  already. 

Mr.  DuRBiN.  How  many  are  committed  to  it? 

Dr.  Burlington.  I  don  t  have  that  exact  number,  but  we  can  pro- 
vide that  for  the  record. 

[The  information  follows:] 

The  number  of  people  working  on  CLIA  is  about  10  to  15  part-time,  which  ap- 
proximates 1  FTE. 

Mr.  DuRBiN.  How  many  for  the  Safe  Medical  Device  Act? 

Dr.  Burlington.  Safe  Medical  Device  Act,  ajgain  it  was  a  phase- 
in.  There  is  tremendous  up-front  burden  here  in  developing  a  wide 
array  of  regulations,  many  of  which  have  statutory,  mandated 
deadlines;  and  of  course,  these  are  of  great  concern  to  the  industry, 
and  as  a  consequence,  we  anticipate  extensive  comments.  I  don't 
have  the  exact  number,  but  we  have  undertaken  a  fair  amount  of 
reprogramming  of  resources  to  implement  that  part  of  the  Safe 
Medical  Devices  Act. 

In  addition,  the  medical  devices  reporting  provisions  will  be  a 
major  consumer  of  agency  resources  as  the  act  becomes  fully  imple- 
mented and  as  we  move  towards  a  comprehensive  reporting  system 
for  adverse  device  events  coming  from  nursing  homes,  hospitals, 
other  reporters  we  haven't  seen  before.  We  have  a  very  limited 
number  of  resources  committed  to  that  today,  but  that  is  certainly 
needed  to  grow.  I  will  provide  specific  information  for  the  record. 

[The  information  follows:] 

The  FDA  plans  to  dedicate  127  FTE's  to  this  effort  in  FY  1993. 

Mr.  DuRBiN.  At  this  time,  are  these  three  statutes  your  major 
concern  in  terms  of  new  personnel  requirements? 

Dr.  BuRUNGTON.  Well,  I  would  certainly  need  to  echo  what  Dr. 
Kessler  has  said  a  moment  ago,  Mr.  Chairman,  and  that  is  that  we 
have  the  fundamental  problem  that  our  base  activity  of  reviewing 
devices  has  grown  steadily  over  the  last  16  years  from  a  few  thou- 
sand to  the  10,000  level  range. 

We  have  a  tremendous  number  of  pieces  of  paper  to  handle,  and 
that  has  never  been  a  fully  funded  program;  so  beyond  these  three 
pieces  of  new  legislation,  we  also  have  the  question  of  keeping  up 
with  what  our  base-line  business  has  been. 


Mr.  DuRBiN.  Would  you  provide  us  for  the  record  some  details  on 
all  of  the  new  laws  that  effect  FDA. 

Dr.  Kessler.  I'll  be  glad  to  do  that  and  I  will  expand  on  those  we 
have  already  discussed. 

[The  information  follows:] 
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FOOD  AND  DRUG  ADMINISTRATION 


NEW  LEGISLATION 

The  Safe  Medical  Devices  Act  of  1990 

SMDA  represents  the  most  profound,  far-reaching  device 
legislation  since  enactment  of  the  Medical  Device  Amendments  of 
1976.   SMDA  expanded  FDA'  s  regulatory  authority,  required  FDA  to 
undertake  significant  new  responsibilities,  and  modified  many 
other  regulatory  requirements.   FDA  estimates  that  more  than  300 
FTEs  would  be  required  to  fully  implement  SMDA.   To  date, 
Congress  has  not  appropriated  any  funds  to  implement  SMDA. 
Ceiling  relief  will  also  be  required  to  effectively  implement 
SMDA. 

Among  the  key  requirements  of  SMDA  are  the  following: 

Device   user  facilities  problem  reporting. 

Reporting  and  recordkeeping  requirements  for 

distributors  of  medical  devices. 

Tracking  requirements  for  certain  devices. 

Postmarket  surveillance  requirements  for  certain 

devices. 

Requirement  that  manufacturers  provide  510 (k)  summaries 

of  safety  and  effectiveness. 

Requirement  that  FDA  review  the  classification  of  all 

pre-Amendments  class  III  devices. 

Requirement  that  FDA  review  the  classification  of  all 

transitional  devices. 

Authority  to  impose  civil  penalties  for  violation  of 

device  requirements. 

Authority  to  require  the  recall  of  devices  in 

appropriate  circumstances. 

Authority  to  temporarily  suspend  an  approved  Premarket 

Approval  Application. 

GMP  design  validation  requirements. 

Many  other  changes. 


SMDA  contains  numerous  statutory  timeframes, 
significant  are  the  following: 


Among  the  most 


User  facility  reporting.   User  reporting  takes  effect 
after  one  year  or  upon  effective  date  of  regulations, 
whichever  comes  first.   Now  in  effect. 
Reclassification  of  class  III  pre-Amendments  devices. 
By  December  1,  1995,  FDA  must  issue  final  regulations 
reclassifying  class  III  pre-Amendments  devices  or 
explicitly  retaining  them  in  class  III. 
Reclassification  of  transitional  devices.   SMDA 
requires  FDA  to  determine  by  December  1,  1993  whether 
class  III  transitional  devices  will  remain  in  class  III 
or  be  reclassified. 

Distributor  recordkeeping  and  reporting.   Within  9 
months,  propose  regulations  to  implement  the 
distributor  recordkeeping  and  reporting  requirements 
and  tracking.   Now  in  effect. 
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The  Clinical  Laboratory  Improvement  Amendments  of  1988 

CLIA  '88  increases  the  number  of  laboratories  under  Federal 
regulation  from  approximately  12,000  to  approximately  150,000  - 
200,000.  This  large  increase  in  number  is  due  mainly  to  bringing 
physician  office  laboratories  (POL's)  under  Federal  regulation. 
FDA  estimates  170  FTEs  are  required  to  begin  implementation  of 
CLIA  '88.   To  date.  Congress  has  not  appropriated  any  funds  to 
implement  CLIA  '  88. 

Delays  in  implementing  complexity  categorization  will  delay 
commercial  products  from  being  designated  as  waived  or  assigned 
to  a  complexity  category  (moderate  or  high  complexity) .   Without 
an  official  complexity  assignment  products  are  considered  to  be 
in  the  highly  complex  category  until  they  can  be  reviewed  and 
assigned.   Many,  if  not  most,  physician  office  laboratories 
(POLs)  can  perform  only  waived  tests  or  a  combination  of  waived 
and  moderately  complex  tests.  New  products  that  manufacturers 
have  developed  to  be  used  in  these  POLs  and  that  have  received 
FDA  premarket  clearance  cannot  be  used  in  these  labs  until  FDA 
can  determine  if  it  is  appropriate  to  either  designate  them  as 
waived  or  assign  them  to  the  moderately  complex  category. 
Therefore,  there  are  several  immediate  effects:  new  products  are 
unavailable  to  POLs  able  to  perform  only  waived  or  moderately 
complex  tests  (it  is  possible  this  could  translate  to  longer 
turn-around  to  receive  test  results  and/or  higher  costs  to  the 
public  in  general) ;  and  manufacturers'  marketing  potential  is 
adversely  affected. 

In  addition,  delays  in  implementing  validation  assignment  may 
have  long-term  effects  on  laboratories.   Between  September  1, 
1992  and  September  1,  1994,  laboratories  performing  moderately 
complex  tests  have  to  satisfy  Quality  Control  requirements  that 
are  less  stringent  than  the  full  requirements  that  will  be  in 
effect  as  of  September  1,  1994.   During  this  2-year  interim,  FDA 
is  responsible  for  reviewing  products'  QC  instructions  and 
clearing  these  instructions,  if  acceptable,  as  meeting  CLIA 
requirements.   This  would  allow  laboratories  to  use  the 
manufacturer's  instructions  to  meet  a  significant  portion  of  the 
CLIA  QC  requirements  without  having  to  spend  extra  time  and  money 
to  develop  and  validate  their  own  QC.   Failure  to  implement  QC 
validation  assessments  by  September  1,  1994,  would  force 
laboratories  to  create  and  validate  their  own  QC  instructions. 
Some  labs,  especially  POLs,  may  opt  to  discontinue  testing 
because  they  do  not  have  the  expertise,  time  or  money  to  do  so. 
As  with  the  short  term  effect,  this  could  result  in  longer 
turn-around  for  test  results  and  increased  costs  to  the  public. 
Alternatively,  the  Administration  could  delay  the  effect  date  of 
full  QC  requirements. 

In  summary,  both  short  term  and  long  term  effects  may  result  in 
restricting  availability  of  new  tests  in  clinical  laboratories  and 
increasing  costs. 
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Sanitary  Transportation  of  Food  Act  of  1990 

This  legislation  requires: 

•   FDA,  in  conjunction  with  DOT,  USDA,  and  EPA,  issue 

regulations  regarding  the  transportation  of  food,  food 
additives,  drugs,  and  cosmetics  in  vehicles  that  are 
also  used  to  transport  either  refuse  or  other  non-food 
products. 


• 


FDA  must  conduct  inspections  to  assure  compliance  with 
the  established  regulations. 


Using  existing  resources,  FDA  developed  regulations  and  a  list 
of  acceptable  substances  for  backhaul ing  with  foods,  food 
additives  and  cosmetics,  as  well  as  drugs  and  devices. 
Additional  resources  are  needed  to  do  food  transportation 
inspections.   The  estimated  resource  requirements  for 
implementing  provisions  of  this  legislation  are  14  HQ  FTEs  and 
31  Field  FTEs. 

National  and  Community  Service  Act  of  1990  (Title  VI,  Section  601 
Amtrak  Haste  Disposal) 

Under  provision  of  this  legislation,  FDA  is  required  to: 

•  Write  regulations  mitigating  the  impact  of  discharges  of 
human  waste  from  railroad  passenger  cars  on 
environmentally  sensitive  areas. 

•  Develop  a  MOU  with  DOT  to  conduct  sanitation  inspections 
of  these  passenger  cars  during  routine  inspections. 

FDA  estimates  it  needs  approximately  2  FTEs  to  carry  out  its 
responsibilities  under  this  Act. 

FDA  Revitalization  Act  of  1990 

Title  IV  of  this  Act  requires  the  automation  of  FDA  to  ensure 
timely  review  of  activities  regulated  under  the  FD&C  Act. 
CFSAN's  principal  activity  is  processing  information.   Process 
automation  of  information  collection,  storage,  retrieval, 
processing  and  dissemination  are  the  means  by  which  CFSAN 
increases  its  efficiency  and  effectiveness.   CFSAN  has  estimated 
it  needs  an  additional  31  FTEs  and  $31  M  and  a  base  increase  of 
$11.5  M  per  year  to  implement  the  requirements  of  this  Act. 

Dietary  Supplements  Act  of  1992 

This  legislation,  which  Congress  passed  on  October  6,  1992: 

•  Establishes  a  1  year  moratorium  on  implementing  the  1990 
NLEA  amendments  with  respect  to  dietary  supplements  of 
vitamins,  minerals,  herbs,  or  other  similar  nutritional 
substances . 
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•  Requires  FDA  to  issue  new  proposed  regulations  by  June 
15,  1993  and  final  regulations  by  December  31,  1993  for 
the  following: 

Nutrition  Labeling  of  Dietary  Supplements 

Nutrient  Content  Claims  on  Dietary  Supplements 

Health  Claims  on  Dietary  Supplements 

•  Requires  FDA  to  issue  a  Policy  Statement  on  Recommended 
Daily  Intake  /  Recommended  Daily  Allowances  (RDI  /  RDA) 
after  November  1993. 

By  reallocating  resources  from  existing  projects  will  CFSAN 
carry  out  its  responsibilities  under  this  Act. 
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The  Mammography  Quality  standards  Act  of  1992. 

To  date,  Congress  has  not  appropriated  any  funds  to  implement 
MQSA.   Among  the  action  required  to  implement  MQSA  are  the 
following: 

•  Establishment  of  a  National  Advisory  Committee. 

•  Establish  standards  for  equipment  image  quality 
radiation  exposure,  personnel  and  medical  record 
keeping. 

•  Certification  and  inspection  of  accreditation  entities. 
Facility  inspections  to  evaluate  accreditation 
entity/state  performance. 

•  Purchase  of  equipment,  development  of  instrument 
calibration  procedures,  initial  calibration  of 
instruments . 

•  Training  and  certification  of  inspectors  (both  FDA  and 
State  inspectors) . 

•  Annual  inspection  of  all  mammography  facilities. 

•  User  education  and  assistance. 

•  Compliance  and  enforcement  activities. 

Two  major  deadlines  for  the  Department  are  included  in  MQSA.   By 
July  27,  1993,  the  Department  must  promulgate  regulations  under 
which  a  State  agency  or  a  private  non-profit  organization  can 
become  approved  as  an  accreditation  body.   Regulations  specifying 
the  quality  standards  to  be  met  by  the  facilities  themselves  also 
must  be  final  or  close  to  it  by  this  deadline  as  any  organization 
interested  in  become  an  accreditation  body  must  agree  to  enforce 
the  quality  standards  on  the  facilities  they  accredit.   These 
standards  are  to  be  developed  with  the  aid  of  a  National 
Mammography  Quality  Assurance  Advisory  Committee. 

By  October  1,  1994,  any  facility  wishing  to  provide  mammography 
examinations  must  be  accredited  by  an  approved  accreditation  body 
and  must  be  certified  by  the  Secretary  of  HHS .  certification  is 
dependent  upon  proof  of  satisfaction  of  Federal  quality  standards. 

In  view  of  the  time  needed  to  establish  an  Advisory  Committee,  to 
promulgate  all  the  necessary  regulations  in  accordance  with  Federal 
rules,  to  approve  accreditation  bodies,  and  to  issue  certificates 
to  those  facilities  that  comply  with  those  standards,  it  will  be 
extremely  challenging  to  accomplish  this  in  the  allotted  time 
frame.   We  expect  a  1993  supplemental  request  of  $3  million  with  a 
further  increase  of  $10  million  in  1994  in  the  President's  request 
for  FDA. 

Within  the  Department,  we  continue  to  discuss  whether  certain 
changes  should  be  proposed.   One  option  might  be  to  permit  "interim 
certification"  of  facilities  that  satisfy  existing  standards  of  a 
private  non-profit  body  with  experience  in  accrediting  mammography 
facilities.   This  would  permit  rapid  elimination  of  substandard 
facilities  even  as  the  standards  required  under  MQSA  are  being 
developed.   After  promulgation  of  standards  establishing  minimum 
Federal  quality  standards  under  MQSA,  the  interim  certification 
would  be  eliminated. 
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National  Nutrition  Monitoring  &  Related  Research  Act  of  1990: 

Among  the  additional  responsibilities  this  legislation  imposes  on 
FDA  are: 

•  Requirements  to  expand  the  Total  Diet  Study  to 
include  additional  minerals  and  to  begin  measuring 
vitamin  intakes. 

•  Conduct  surveys  on:   food  label  and  packaging  to 
track  industry  labeling  practices,  a  health  and 
diets  to  track  consumer  knowledge  and  attitudes, 
and  weight-loss  practices. 

•  Participate  in  survey  design  procedures  used  by  the 
USDA  and  the  National  Center  for  Health  Statistics 
(NCHS) ,  and  analyze  data  gathered  by  those  agencies 
to  monitor  the  adequacy  and  safety  of  the  U.S.  food 
supply. 

•  Provide  general  program  support  to  provisions  of 
the  Act  to  include:   1)  data  planning,  collection 
and  quality  control  for  NCHS  and  USDA  surveys;  2) 
methods  research;  and  3)  preparation  of  results  and 
reports  for  Congress. 

Estimates  are  that  FDA  would  need  19  HQ  FTEs,  7  Field  FTEs,  $1.1 
million  project  contracts  and  $340K  in  operating  funds  to  begin 
the  implementation  of  the  relevant  provisions  of  this 
legislation. 

1990  Farm  Bill,  P.L.  101-624 
This  legislation  requires  FDA  to: 

•  Establish  minimum  standards  for  a  laboratory 
accreditation  program,  including  qualifications  of 
personnel,  standards  and  procedures  for  quality 
assurance  programs. 

•  Conduct  a  fruit  and  vegetable  study  to  determine 
areas  where  improvements  are  needed  in  the  produce 
industry. 

•  Establish  a  certification  program  for  producers  and 
handlers  of  organic  agriculture  products. 

Through  reallocation  of  existing  resources  (approximately  3 
FTEs)  with  the  required  knowledge  and  expertise,  FDA  will  be 
able  to  maintain  minimal  involvement  with  USDA  in  implementing 
the  National  Laboratory  Accreditation  section  of  the  Act.   No 
resources  are  available  for  involvement  in  the  fruit  and 
vegetable  study  or  the  organic  certification  sections  of  the 
Act. 
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Nutrition  Labeling  and  Education  Act  of  1990  (NLEA) 

This  legislation  imposed  a  significant  additional  workload  on  the 
Agency.   FDA  had  two  years  to  publish  final  rules  on  over  22 
topics.   The  rules  give  consumers  better  information  about  the 
nutritional  values  of  foods.   They  are  the  most  extensive  food 
labeling  reform  in  the  country's  history.   Through  reallocations 
and  receiving  additional  resources,  FDA  met  the  Act's  time 
frames.   Accomplishments  and  resource  information  include: 

•  FDA  published  food  labeling  regulations  implementing  the 
NLEA  on  January  6,  1993. 

•  Final  Rules  included: 


Mandatory  Nutrition 
Labeling 


Reference  Daily 
Intakes  and  Daily 
Reference  Values 


Serving  Sizes 


Definitions  of 
Descriptor  Terms  for 
Nutrient  Content 
Claims 


Nutrient  Content  Claims 
for  Butter  and 
Standardized  Foods 


10  Health  Claims 


Percentage  Juice 
Declaration 


Declaration  of 
Ingredients 


State  Exemptions  and 
Enforcement 


FDA  estimates  that  about  85  Full-Time  Eguivalents  (FTEs) 
have  been  used  over  2  years  in  developing  NLEA 
regulations  (estimate  cost  =  $6.4  M  for  regulation 
development) . 

FDA  estimates  that  135  FTEs  will  be  used  in  future  years 
for  recurring  activities  related  to  implementing  the 
regulations.   These  activities  include  enforcement  and 
petition  review  (estimate  cost  =  $127  M  for  recurring 
activities) . 
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HEADQUARTERS  FACILITIES 

Mr.  DuRBiN.  I  understaind  FDA  is  located  in  over  35  buildings  at 
the  present  time,  and  we  have  tried  to  work  with  you  to  consoli- 
date your  facilities.  0MB  has  returned  and  suggested  that  your 
agency  can  be  served  by  19  different  buildings.  From  the  outside, 
that  still  looks  like  a  lot  of  different  locations  for  you  to  be  con- 
cerned about. 

Do  you  think  this  0MB  analysis  is  a  good  one?  Do  you  think  this 
is  the  best  for  the  future  of  the  agency? 

Dr.  Kessler.  Mr.  Chairman,  we  have  been  working  on  consolida- 
tion for  a  number  of  years.  I  think  that  our  goal  is  to  reduce  the 
number  of  sites  that  we  are  at  to  as  minimum  as  possible.  I  think 
our  goal  is  to  preferably  reduce  it  to  two  central  sites — there  have 
been  discussions  of  one  in  Montgomery  County  and  one  in  Prince 
Georges  County.  I  think  that  that  would  be  the  most  preferable. 

The  issue  is  getting  there  and  getting  the  resources  to  be  able  to 
do  that  in  a  climate  where  resources  are  very  hard  to  come  by. 

Mr.  Durbin.  For  the  record  would  you  supply  us  with  the  details 
of  the  OMB  proposal. 
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OMB  PROPOSED  CONSOLIDATION  PLAN 
Fifteen  FDA  facilities  would  be  replaced  or  renovated. 

•  New  Laboratories  and  Offices:   Center  for  Drug 
Evaluation  and  Research,  Center  for  Food  Safety  and 
Applied  Nutrition 

•  New  Laboratories:   Center  for  Devices  and  Radiological 
Health,  Center  for  Veterinary  Medicine 

•  Renovated  laboratories  and  expansion  laboratories: 
Center  for  Biologies  Evaluation  and  Research 

All  other  components  would  remain  in  existing  space. 

Specifically,  the  plan  proposed  the  following; 

•  The  plan  provided  FDA  with  857,000  square  feet  of  new 
lab  and  office  space. 

•  The  overall  cost  was  $388  million,  not  including  land 
costs  and  off-site  infrastructure  costs. 

•  The  plan  assumed  the  availability  of  land  on  the  NIH 
campus  to  accommodate  the  current  and  expansion  needs 
of  the  Center  for  Biologies  Evaluation  and  Research. 

•  The  plan  assumed  that  laboratory  facilities  for  the 
Center  for  Veterinary  Medicine  could  be  constructed  on 
USDA  property  at  the  Beltsville  Agriculture  Research 
Center. 

•  The  plan  stated  that  if  government-owned  land  could  not 
be  identified  by  October  27,  1992,  privately-held  land 
could  be  purchased  to  accommodate  this  consolidation. 
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PRESCRIPTION  DRUG  USER  FEES 


Mr.  DuRBiN.  Do  you  anticipate  a  request  for  supplemental  appro- 
priations for  user  fees  this  year? 

Dr.  Kessler.  Yes,  Mr.  Chairman,  we  do.  The  administration  is 
very  committed  to  implementing  the  Prescription  Drug  User  Fee 
Act  of  1992.  And  we  are  busy  implementing,  working  hard— I  will 
let  Ms.  Veverka  talk  in  a  moment  on  what  we  are  doing  to  imple- 
ment that  act. 

The  administration  is  committed  to  making  sure  that  the  re- 
sources necessary  to  implement  that  statute  will  become  available 
and  that  supplemental  appropriation  will  be  sent  as  part  of  the 
budget  package.  That  is  my  understanding. 

Mr.  DuRBiN.  The  potential  to  collect  $36  million  as  projected  by 
the  Prescription  Drug  User  Fee  Act  was  made  from  several  as- 
sumptions related  to  the  FDA's  inventory  list  for  prescription  drug 
manufacturers  and  projections  for  drugs  submitted  to  FDA  for 
fiscal  years  1993  and  1994.  We  are  aware  that  recently  the  Food 
and  Drug  Administration  went  forward  with  requests  to  prescrip- 
tion drug  manufacturers  to  ensure  that  both  the  manufacturers 
and  FDA  were  in  agreement  on  what  was  on  that  list.  Can  you  give 
us  the  results  as  to  what  you  have  received  from  your  request? 

Dr.  Kessler.  We  sent  letters  out  in  early  February  to  about  150 
drug  and  biologic  firms,  providing  them  with  a  list  of  the  products 
and  establishments  we  showed  for  them,  and  asking  them  to  cor- 
rect and  update  the  list.  We  had  asked  for  responses  by  March  12. 
So  far  we  have  received  over  90  responses,  and  we  know  that  a 
number  of  firms  are  still  working  on  their  responses.  In  many  in- 
stances, firms  are  reporting  no  changes,  and  others  are  making  ad- 
ditions, deletions,  or  both  to  the  lists.  We  believe,  however,  that  our 
original  estimates  were  fairly  good.  We  anticipate  revenues  of 
about  $24  million  from  product  and  establishment  fees,  and  about 
another  $12  million  from  application  fees. 

PRESCRIPTION  DRUG  USER  FEE  ACT 

Mr.  DuRBiN.  When  do  you  anticipate  having  this  list  finalized? 

Dr.  Kessler.  We  hope  to  have  all  of  the  submissions  from  the 
firms  by  the  end  of  March.  It  will  take  some  time  to  go  through  all 
of  their  responses  to  be  sure  appropriate  changes  are  made,  but  I 
hope  to  have  that  done  by  mid  to  late  April.  These  lists  will  contin- 
ue to  change  over  time,  however.  For  example,  a  firm's  products 
and  establishments  would  only  be  on  the  list  if  they  had  a  drug  or 
biologic  application  or  supplement  pending  on  or  after  September 
1,  1992.  As  new  firms  submit  applications,  then  their  products  and 
establishments  will  also  be  added  to  these  lists. 

Mr.  DuRBiN.  The  Act  also  allowed  the  Food  and  Drug  Adminis- 
tration to  waive  fees  for  small  businesses  or  for  other  reasons  on  a 
case-by-case  analysis.  Have  you  issued  the  rules  and  regulations  yet 
that  would  determine  what  can  be  waived? 

Dr.  Kessler.  We  have  not  yet  issued  any  final  instructions  on 
small  business  criteria  or  other  reasons  for  reducing  fees.  Under 
Ms.  Veverka,  a  network  of  eight  working  groups  has  been  estab- 
lished to  work  on  the  implementation  of  this  new  law.  One  of  those 
groups  is  charged  with  refining  the  criteria  for  fee  reductions  or  ex- 
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emptions.  When  they  have  completed  that  work,  we  will  make  that 
information  public. 

Mr.  DuRBiN.  Was  the  $36,000,000  for  fiscal  year  1993  based  on  ex- 
penditures for  the  entire  year? 

Dr.  Kessler.  The  $36  million  for  1993  was  the  estimated  revenue 
to  be  collected  based  on  the  fees,  as  they  were  established  in  the 
statute.  Roughly  that  assumed  that  $12  million  would  come  from 
application  fees,  $12  million  from  establishment  fees,  and  $12  mil- 
lion from  product  fees.  Of  the  product  fees,  not  all  $12  million  will 
be  collected  in  1993  because  of  the  mechanics  of  the  new  law — only 
half  of  the  money  can  be  collected  when  the  application  is  submit- 
ted. The  other  half  is  to  be  collected  when  FDA  takes  action  on  the 
application.  In  some  cases  that  will  be  in  1993,  and  in  other  cases 
in  1994.  But  it  is  important  for  the  full  $36  million  to  be  appropri- 
ated in  1993,  just  to  allow  us  to  collect  the  balsuice  of  the  fee  when 
we  issue  our  first  action  letter  in  response  to  the  application. 

Mr.  DuRBiN.  Dr.  Kessler,  you  have  previously  stated  when  the 
Prescription  Drug  User  Fee  Act  was  passed  that  the  purpose  of  the 
user  fees  was  to  expedite  the  drug  approval  process  through  the 
hiring  of  additional  reviewers  to  deal  with  the  backlog  of  new  drug 
applications.  Does  FDA  still  concur  with  this  application  of  the 
Prescription  Drug  User  Fee  Act? 

Dr.  Kessler.  llie  goals  of  the  Prescription  Drug  User  Fee  Act,  to 
substantially  reduce  the  review  time  at  FDA  for  drug  applications, 
requires  substantial  additional  reviewers  at  FDA.  TMs  was  under- 
stood when  the  Act  was  drafted,  and  was  the  basis  for  starting  the 
total  fee  revenue  at  $36  million  in  1993,  and  increasing  the  amount 
to  $84  million  in  1997.  It  was  envisioned  by  the  drafters  that  FDA 
could  begin  in  1993  by  hiring  about  200  additional  review  and 
Center  support  staff,  and  that  by  1997  the  additional  review  and 
support  staff  would  total  about  600  more  than  contributed  to  this 
process  in  1992  plus  support  staff.  I  believe  that  this  level  of  addi- 
tional reviewers  and  support  staff  is  still  essential  to  achieve  the 
goals  of  this  Act. 

Mr.  DuRBiN.  Could  you  break  out  for  us  a  proposed  object  class 
table  for  fiscal  year  1993  for  the  $36,000,000? 

Dr.  Kessler.  I  would  be  happy  to  submit  that  for  the  record,  Mr. 
Chairman. 

[The  information  follows:] 

21  Travel  &  Transportation  of  Persons 275 

22  Transportation  of  Things '^'^5 

23  Rent,  Communication,  Utilities,  etc 2,050 

24  Printing  and  Reproduction 450 

25  Other  Services 26,475 

26  Supplies  &  Materials 900 

31    Equipment 5,075 

Mr.  Durbin.  How  many  new  staff-years  did  you  project  hiring  in 
fiscal  year  1993  with  the  $36,000,000? 

Dr.  Kessler.  We  anticipate  an  additional  200  people  working  in 
the  third  quarter  of  1993,  after  passage  of  the  supplemental  appro- 
priation. At  most,  those  200  people  would  only  expend  about  75 
FTEs  during  this  fiscal  year. 
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NEW  USER  FEES 


Mr.  DuRBiN.  Since  the  early  1980's,  Administrations  have  pro- 
posed user  fees  for  the  Food  and  Drug  Administration.  Many  of  the 
approaches  were  blanket  user  fees  with  no  real  details  on  specific 
charges  or  how  you  would  carry  out  such  a  program.  But,  as  we  said  just 
last  year,  Congress  passed  the  Prescription  Drug  User  Fee  Act,  which 
spells  out  charges  for  very  specific  activities  and  provides  that  fees 
collected  can  be  used  to  enhance  the  agency's  ability  to  process  and 
review  drug  applications.  Although  we  don't  have  all  the  details  for 
your  budget  yet,  we  are  all  well  aware  that  the  President's  propos- 
al for  "Vision  of  America"  projects  over  $200  million  in  user  fees 
collected  in  fiscal  year  1994.  Can  you  explain  for  us  what  these 
charges  cover  and  exactly  what  the  thought  concept  that  went  into 
your  agency's  request  for  this  was? 

Dr.  Kessler.  Mr.  Chairman,  there  has  been  some  confusion  about 
our  budget  request  because  of  the  issue  of  user  fees.  The  Presi- 
dent's Budget,  when  it  is  submitted  early  next  month,  is  expected 
to  have  two  separate  provisions  regarding  user  fees. 

It  is  the  intent  of  the  Administration  for  FDA  to  proceed  with 
the  collection  of  user  fees  under  the  new  Prescription  Drug  User 
Fee  Act  of  1992.  As  you  know,  these  fees,  totaling  about  $54  million 
in  1994,  are  additive  to  FDA's  resource  base,  and  intended  to  pro- 
vide the  resources  necessary  to  enhance  and  expedite  FDA's  drug 
review  process. 

In  addition  to  these  user  fees,  the  Administration,  as  part  of  a 
larger  strategy  for  dealing  with  deficit  reduction,  is  also  proposing 
ad<£tional  user  fees  of  $200  million  in  1994.  These  fees  would  re- 
place base  costs  for  FDA  in  1994.  The  President's  "Vision  for 
America"  includes  $200  million  in  budget  authority  and  $167  mil- 
lion in  outlays  from  new  user  fees.  The  details  of  these  additional 
user  fees  are  stUl  under  development.  More  information  may  be 
forthcoming  after  the  President's  budget  is  submitted  to  Congress. 

Mr.  DuRBiN.  Last  year,  when  the  authorizing  committee  was 
looking  at  user  fees  for  the  Food  and  Drug  Administration,  it  came 
to  the  conclusion  that  user  fees  for  medical  devices  was  basically 
not  achievable  since  many  of  the  companies  were  extremely  small 
and  were,  in  some  cases,  one  product  manufacturers.  The  medical 
device  industry  is  one  of  the  more  entrepreneurial  industries  in  the 
country,  and  it  is  long  thought  that  user  fees  would  certainly  dis- 
rupt innovation.  Would  you  explain  to  us  how  you  think  you  would 
institute  user  fees  on  the  medical  devices  industry  and  not  disrupt 
innovation  and  drive  small  manufacturers  out  of  business? 

Dr.  Kessler.  The  issue  of  user  fees  for  the  medical  device  indus- 
try presents  a  number  of  challenges.  Unlike  the  drug  industry, 
which  is  very  concentrated,  the  device  industry  consists  of  a  large 
number  or  relatively  small  firms.  Of  the  over  20,000  firms  that 
make  up  this  industry  consists  of  a  large  number  or  relatively 
small  firms.  Of  the  over  20,000  firms  that  make  up  this  industry, 
over  75  percent  of  them  have  fewer  than  20  employees.  Application 
of  user  fees  to  this  industry  will  necessitate  special  care  to  be  sure 
that  there  is  as  little  market  disruption  as  possible,  and  that  fees 
are  levied  as  equitably  as  possible. 
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FOOD  SAFETY 


Mr.  DuRBiN.  Food  safety  is  a  very  important  issue  and  one  that 
has  been  in  the  headlines  recently  with  the  E.  coli  illnesses  in  the 
northwest  part  of  our  country.  This  committee  has  jurisdiction  over 
some  of  the  agencies  responsible  for  food  safety,  obviously  your  own 
and  USDA,  but  there  are  others  involved  as  well. 

The  Food  Safety  Inspection  Service,  which  will  be  testifying  later 
this  week,  does  the  meat  and  poultry  section.  The  Agriculture  Mar- 
keting Service  does  others.  FDA  does  inspections  on  a  multitude  of 
food-related  industries.  Ck)mmerce  does  voluntary  food  inspection. 
And  EPA  has  a  hand  in  all  issues  related  to  food  level  tolerances. 

Are  you  satisfied  as  the  Commissioner,  Dr.  Kessler,  that  all  are 
well  coordinated? 

Dr.  Kessler.  Mr.  Chairman,  we  can  always  do  better.  The  E.  coli 
episode,  the  Jack-in-the-Box  episode,  drove  home  to  me,  personally, 
the  need  to  do  an  even  better  job  of  coordination.  It  is  probably  the 
best  example  of,  if  you  go  from  harvest  to  table  and  you  look  along 
that  chain,  you  see  breakdown  in  a  number  of  different  steps  along 
that  chain.  And  what  has  happened  and  the  way  our  food  safety 
system  has  been  devised,  everybody  was  pointing  the  finger  at  ev- 
eryone else.  Because  the  issue  of  who  is  responsible — clear  respon- 
sibility at  different  points  along  that  chain  from  harvest  to  table,  I 
think  we  can  do  a  better  job  of  defining  and  delineating  those  re- 
sponsibilities so  that  it  is  not  everybody  pointing  £md  sa3dng,  it  is 
their  fault,  it  is  their  fault. 

The  processor  is  sajong  it  is  someone  else's,  the  restaurant's 
fault.  The  restaurant  is  sajdng  it  is  someone  else's  fault.  We  all 
have  to  do  a  better  job  and  that  includes  all  the  agencies  in  the 
Federal  government. 

Mr.  DuRBiN.  But  this  does  argue  for  combining  some  of  these 
functions  in  one  agency. 

Dr.  Kessler.  I  am  not  sure  it  requires  combining.  There  are  dif- 
ferent statutes.  There  are  different  missions.  What  it  does,  in  my 
opinion,  necessitate  is  the  ability  to  step  back  and  look  and  see  how 
we  do  our  work.  And  I  think  doing  that  would  be  very  valuable. 

We  go  in,  for  example,  Mr.  Chairman,  and  do  an  inspection  of  a 
food  plant.  Sometimes  the  statute  requires  us  to  do  it  every  two 
years.  Our  resources  don't  allow  us  to  do  that.  We  have  discussed 
that  many  times  at  this  table  with  you. 

We  go  in  and  we  do  an  inspection;  and  we  look  at  that  inspection 
and  we  see  what  is  going  on  at  a  plant  for  six  hours,  but  if  we 
haven't  been  in  the  plant  for  the  previous  six  years,  how  do  we 
know  what  is  going  on?  Certainly  we  don't  have  the  resources  nor 
would  I  advocate  that  we  shift  to  a  continuous  model. 

I  think  there  are  ways  to  look  at  the  best  of  all  the  agencies,  how 
they  do  work  and  really  revisit  it.  I  mean,  how  do  we  do  a  compre- 
hensive food  safety  system  from  harvest  to  table?  I  have  taken  care 
of  kids  with  the  illness  that  these  kids  got  from  the  E.  Coli;  it  is  a 
devastating  disease.  We  are  not  sitting  here  talking  about  some 
theoretical  risk. 

I  mean,  if  you  look  at  the  debates  we  have  had  on  saccharine  and 
on  red  dye  number  so-and-so,  if  you  look  at  all  the  potential  theo- 
retical risks,  the  debates  we  have  gotten  into  over  the  years,  I 
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mean,  in  some  ways  we  have  lost  sight  of  what  really  demands  our 
focus.  I  wrote  a  paper  about  10  years  ago  on  food  safety,  and  to  me, 
food  safety  was  the  Delaney  clause,  how  one  deals  with  pesticides 
and  chemical  contaminants.  I  missed  it.  I  got  it  wrong. 

The  issue  today  and  the  issue  that  I  think  that  we  have  missed 
the  boat  on  somewhat  is  the  issue  of  food-borne  illnesses  as  related 
to  microbiologic  contamination,  and  that  is  where  we  need  to  have 
our  attention  focused. 

TEA  BOARD 

Mr.  DuRBiN.  Shifting  gears  for  a  second,  as  a  result  of  a  televi- 
sion program,  a  number  of  people  in  my  district  are  asking  me 
about  whether  there  are  people  in  the  FDA  sitting  around  sipping 
tea.  Could  you  tell  us  a  little  bit  about  the  Tea  Import  Act  and  the 
responsibility  of  the  FDA  in  examining  tea  imports  in  this  country? 

Dr.  Kessler.  Well,  Mr.  Chesemore,  come  join  us. 

Mr.  Chesemore.  I  am  the  likely  one. 

Mr.  DuRBiN.  Am  I  wrong,  hasn't  this  been  flapping  around  here 
for  years,  this  Tea  Import  Act?  I  remember  that  President  Nixon 
discovered  the  Board  of  Tea  Examiners  and  said,  we  are  going  to 
put  them  out  of  business. 

Mr.  Skeen.  They  had  quite  a  deal  in  Boston  on  this. 

Mr.  DuRBiN.  What  is  all  this  about  and  how  much  money  are  we 
spending? 

Mr.  Chesemore.  I  think  you  have  mentioned  a  number  of  things, 
Mr.  Chairman. 

First  of  all,  the  act  was  passed  in  1897.  And  it  does  call  statutori- 
ly for  the  establishment  of  a  Tea  Board,  and  the  Tea  Board  is  six 
people  and  one  person  from  FDA.  The  six  are  outside  people;  they 
are  paid  $50  per  year.  So  the  expenditure 

Mr.  DuRBiN.  And  all  the  tea  they  can  drink. 

Mr.  Chesemore.  The  expenditure  on  the  tea  board  is  really  quite 
small,  and  we  have  three  people  in  the  FDA  who,  as  a  part  of  their 
duties,  taste  tea.  They  swish  it,  and  they  test  it  against  standards 
that  this  board  sets  on  annual  basis.  The  cost  is  about  $200,000,  in- 
cluding these  people's  salaries,  their  supplies,  et  cetera.  It  is  offset 
from  industry  fees  of  about  $65,000  to  $70,000.  So  the  true  cost  to 
the  taxpayer,  certainly,  is  about  $130,000. 

Mr.  DuRBiN.  Could  we  do  it  for  coffee? 

Mr.  Chesemore.  We  do  not  do  it  for  coffee.  It  is  not  statutorily 
required. 

Mr.  DuRBiN.  Do  we  need  to  continue  doing  this  at  all? 

Mr.  Chesemore.  I  think  certainly  if  the  board  were  not  there, 
you  would  occasionally  want  to  look  at  tea  to  make  sure  it  meets 
standards.  Whether  or  not  you  would  want  to  swish  every  lot  of 
tea,  I  think  different  people  would  have  differing  views  on  that. 
That  is  what  the  law  requires. 

women  in  cunical  trials 

Mr.  DuRBiN.  It  was  not  long  ago  that  NIH  director.  Dr.  Berna- 
dine  Healy,  wrote  in  the  New  England  Journal  of  Medicine  that 
"being  different  from  men  has  meant  being  second-class  £ind  less 
than  equal  for  most  of  recorded  time  and  throughout  most  of  the 
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world."  Last  October  there  was  a  GAO  report  that  was  fairly  criti- 
cal that  many  drug  trials  did  not  include  a  representative  number 
of  women.  Could  you  tell  us  how  recent  it  has  been  that  you,  the 
Food  and  Drug  Administration,  have  allowed  women  to  be  included 
in  late  Phase  II  and  Phase  III  trials? 

Dr.  Kessler.  FDA  currently  allows  and  has  always  allowed 
women  to  be  included  in  late  Phase  2  and  Phase  3  trials.  However, 
in  the  past,  the  Agency  did  require  exclusion  of  women  of  child- 
bearing  potential — not  all  women — from  the  earliest  trials  with  a 
new  investigational  drug. 

A  policy  statement  on  the  enrollment  of  women  of  childbearing 
potential  in  clinical  trials  was  included  in  the  1977  guideline  enti- 
tled "General  Considerations  for  the  Clinical  Evaluation  of  Drugs". 
The  guideline  indicated  that  this  group  of  women  could  be  included 
in  further  studies  provided  that  adequate  information  on  efficacy 
and  relative  safety,  as  well  as  reproductive  toxicity  data  from 
animal  studies,  was  available.  In  practice,  this  policy  has  generally 
meant  that  women  of  childbearing  potential  were  excluded  from 
Phase  1  and  early  Phase  2  trials,  but  were  included  in  later  Phase 
2  and  Phase  3  trials. 

Surveys  conducted  by  FDA  in  1983  and  1989,  as  well  as  the 
recent  GAO  survey,  have  indicated  that  in  general,  there  has  been 
substantial  participation  of  women  in  drug  development  programs, 
usually  reflecting  the  gender-prevalence  of  the  diseases  for  which 
the  drugs  were  being  studied.  It  is  important  to  note  that  even  in 
the  setting  of  the  1977  policy,  post-menopausal  women  and  other 
women  not  of  childbearing  potential,  that  is  women  having  under- 
gone a  hysterectomy,  could  be  included  in  even  the  earliest  trials. 
In  addition,  the  policy  did  allow  for  enrollment  of  women  of  child- 
bearing  potential  in  earlier  trials  in  the  setting  of  life-threatening 
disease. 

The  policy  set  forth  in  the  1977  guideline  has  been  under  discus- 
sion for  several  years  within,  and  outside  the  Agency,  and  there 
has  been  a  growing  belief  that  it  is  unduly  paternalistic  and  over- 
protective.  On  the  basis  of  such  discussions,  the  Agency  has  recon- 
sidered this  policy,  and  determined  that  the  requirement  for  exclu- 
sion of  women  of  childbearing  potential  from  early  clinical  trials 
should  be  eliminated.  A  new  guideline  is  currently  in  prepara- 
tion—tentative title  "Guideline  for  the  Study  and  Evaluation  of 
Gender  Differences  in  the  Clinical  Evaluation  of  Drugs"— which 
will  eliminate  this  restriction,  and  will  provide  new  guidance  on 
FDA's  expectations  regarding  inclusion  of  patients  of  both  genders 
in  drug  development,  analyses  of  clinical  data  by  gender,  assess- 
ment of  potential  pharmacokinetic  differences  between  genders, 
and  conduct  of  specific  additional  studies  in  women,  where  indicat- 
ed. 

Mr.  DuRBiN.  Can  you  comment  on  the  implication  by  GAO  that 
even  when  women  are  included  in  trials  that  the  data  is  usually 
not  analyzed  to  look  for  gender  differences? 

Dr.  Kessler.  The  survey  of  New  Drug  Applications — NDAs — sub- 
mitted in  1983  demonstrated  that  women  were  being  included  in 
drug  development  programs  in  substantial  numbers.  Sponsors, 
however,  were  not  generally  conducting  appropriate  analyses  to 
detect  any  gender-related  differences  in  drug  effects.  The  Agency 
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recognized  that  simple  enrollment  of  women  or  other  patient  sub- 
groups, without  specific  analyses  to  look  for  differential  drug  ef- 
fects, would  do  little  to  facilitate  the  proper  use  of  drugs  in  all  pa- 
tients. This  was  true  for  other  subgroups,  not  just  women.  During 
this  period  of  time,  awareness  of  the  need  for  individualization  of 
therapy  was  growing  within  the  Agency  and  in  the  field  of  drug 
development  in  general.  FDA  staff  published  a  number  of  papers 
during  the  mid-1980's  emphasizing  the  importance  of  individualiza- 
tion, particularly  with  regard  to  the  need  for  special  attention  to 
the  elderly  population.  In  1988,  the  Agency  published  its  "Guide- 
lines for  Format  and  Content  of  the  Clinical  and  Statistical  Sec- 
tions of  New  Drug  Applications".  That  guideline  calls  for  analyses 
of  NDA  data  to  look  for  possible  variations  among  population  sub- 
sets in  favorable  responses — "effectiveness" — and  unfavorable  re- 
sponses— "adverse  reactions" — to  drugs.  The  population  subsets 
identified  include  demographic  subsets,  such  as  gender,  age,  and 
race,  people  on  other  therapy,  and  people  with  concomitant  illness. 
The  need  for  information  on  a  particular  demographic  subset,  the 
elderly,  was  addressed  in  more  detail  in  the  1989  "Guideline  for 
the  Study  of  Drugs  Likely  to  be  Used  in  the  Elderly". 

Despite  the  1988  guidelines,  the  GAO  survey  and  a  later  survey 
FDA  did  of  very  recent  applications  both  showed  that  barely  one 
half  of  recent  applications  contain  appropriate  analyses  to  detect 
gender  and  age-related  variations  in  drug  effects.  The  Agency  finds 
this  unacceptable,  in  view  of  the  importance  of  such  information 
for  proper  use  of  drugs,  the  ready  availability  of  the  data  needed, 
and  the  ease  of  completing  such  analyses.  Therefore,  on  January 
11,  1993,  the  Center  for  Drug  Evaluation  and  Research  issued  a 
memorandum  to  the  review  staff  indicating  that  the  presence  or 
absence  of  these  analyses  should  be  addressed  during  the  initial 
review  of  a  New  Drug  Application,  that  if  absent,  they  should  be 
requested  immediately,  and  that  lack  of  assurance  that  this  infor- 
mation will  be  submitted  promptly  should  be  considered  as  possible 
grounds  for  refusal  to  file  the  application.  To  make  sponsors  aware 
of  our  concern  regarding  this  matter,  we  intend  to  send  a  copy  of 
this  memorandum  to  the  Pharmaceutical  Manufacturers  Associa- 
tion. 

The  "Guideline  for  the  Study  and  Evaluation  of  Gender  Differ- 
ences in  the  Clinical  Evaluation  of  Drugs"  which  is  currently  in 
preparation  also  emphasizes  strongly  the  importance  of  individual- 
ization of  therapy,  and  of  conducting  analyses  to  detect  variation  of 
drug  effects  in  age,  gender,  and  other  subgroups  of  patients.  We  be- 
lieve that  this  new  guideline,  as  well  as  the  requests  for  these  data 
that  will  be  made  routinely  at  the  time  of  filing  decisions,  will  pro- 
vide strong  encouragement  for  sponsors  to  conduct  such  analyses  in 
a  timely  manner.  We  anticipate  that  applications  submitted  in  the 
future  will  address  the  variability  of  drug  effects  in  a  variety  of  pa- 
tient subgroups. 

Mr.  DuRBiN.  What  is  the  FDA  doing  to  ensure  that  drug  protocol 
trials  now  include  both  men  and  women  in  the  trials  and  that 
gender  differences  be  reviewed? 

Dr.  Kessler.  The  Agency  has  issued  several  guidelines  to  ensure 
that  the  drug  protocol  trials  include  both  men  and  women  in  the 
trials  and  that  gender  differences  be  reviewed. 
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A  policy  statement  on  the  enrollment  of  women  of  childbearing 
potential  in  clinical  trials  was  included  in  the  1977  guideline  enti- 
tled "Greneral  Considerations  for  the  Clinical  Evaluation  of  Drugs". 
The  guideline  indicated  that  this  group  of  women  could  be  included 
in  further  studies  provided  that  adequate  information  on  efficacy 
and  relative  safety,  as  well  as  reproductive  toxicity  data  from 
animal  studies,  was  available.  In  practice,  this  policy  has  generally 
meant  that  women  of  childbearing  potential  were  excluded  from 
Phase  1  and  early  Phase  2  trials,  but  were  included  in  later  Phase 
2  and  Phase  3  trials. 

In  1988,  the  Agency  published  its  "Guidelines  for  Format  and 
Content  of  the  Clinical  and  Statistical  Sections  of  New  Drug  Appli- 
cations." That  guideline  calls  for  analyses  of  NDA  data  to  look  for 
possible  variations  among  population  subsets  in  favorable  re- 
sponses— "effectiveness" — and  unfavorable  responses — "adverse  re- 
actions"— to  drugs.  The  population  subsets  identified  include  demo- 
graphic subsets,  such  as  gender,  age,  and  race,  people  on  other 
therapy,  and  people  with  concomitant  illness.  The  need  for  infor- 
mation on  a  particular  demographic  subset,  the  elderly,  was  ad- 
dressed in  more  detail  in  the  1989  "Guideline  for  the  Study  of 
Drugs  Likely  to  be  Used  in  the  Elderly". 

The  "Guideline  for  the  Study  and  Evaluation  of  Gender  Differ- 
ences in  the  Clinical  Evaluation  of  Drugs"  which  is  currently  in 
preparation  also  emphasizes  strongly  the  importance  of  individual- 
ization of  therapy,  and  of  conducting  analyses  to  detect  variation  of 
drug  effects  in  age,  gender,  and  other  subgroups  of  patients.  We  be- 
lieve that  this  new  guideline,  as  well  as  the  requests  for  these  data 
that  will  be  made  routinely  at  the  time  of  filing  decisions,  will  pro- 
vide strong  encouragement  for  sponsors  to  conduct  such  analyses  in 
a  timely  manner.  We  anticipate  that  applications  submitted  in  the 
future  will  address  the  variability  of  drug  effects  in  a  variety  of  pa- 
tient subgroups. 

Mr.  DuRBiN.  Do  you  note  any  reluctance  on  the  part  of  drug  com- 
panies to  include  women  as  part  of  their  drug  trials?  Does  this  in- 
crease their  liability? 

Dr.  Kessler.  There  is  no  evidence  of  an  overall  reluctance  to 
enroll  women  in  clinical  trials.  Trials  of  drugs  for  the  treatment  of 
arthritis,  depression,  allergic  rhinitis,  and  other  disorders  have  in- 
cluded substantial  numbers  of  women,  roughly  proportionate  to  the 
prevalence  of  these  disorders  in  women.  It  is  possible  that  the  exist- 
ence of  the  1977  policy  has  obscured  some  reluctance  to  enroll 
women  of  childbearing  potential  in  early  clinical  trials  of  drugs  in- 
tended for  non-life-threatening  diseases.  The  presence  of  any  such 
reluctance  will  be  more  readily  assessed  in  the  near  future,  after 
the  publication  of  the  new  policy  and  elimination  of  the  require- 
ment for  exclusion  of  this  patient  group  from  early  trials.  It  is 
worth  noting  that,  to  our  knowledge,  lawsuits  related  to  exposure 
to  investigational  drugs  have  been  quite  rare.  This  experience  may 
offer  sponsors  some  measure  of  reassurance. 

PHARMACEUTICAL  INDUSTRY 

Mr.  DuRBiN.  The  pharmaceutical  industry  has  said  that  its  mem- 
bers spent  nearly  $11  billion  on  research  and  development  in  1992. 
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Dr.  Kessler,  you  have  stated  that  of  the  90  new  drugs  approved  last 
year,  only  about  40  percent  were  significant  advances  over  medi- 
cines already  available.  Is  there  any  way  you  can  tie  the  two  to- 
gether or  gauge  for  us  what  percent  of  that  $11  billion  was  used  to 
do  development  of  those  drugs  that  were  considered  significant 
medical  advances? 

Dr.  Kessler.  Ninety-one  New  Drug  Applications  were  approved 
during  calendar  year  1992.  Seventeen  of  these  were  priority  appli- 
cations, that  is,  applications  for  drugs  with  significant  advances 
over  medicines  already  available. 

It  is  not  possible  for  the  Agency  to  determine  what  percent  of  the 
$11  billion  spent  on  research  and  development  was  used  to  develop 
these  priority  drugs.  The  money  was  spent  on  all  phases  of  drug 
development,  and  very  little  research  and  development  money 
spent  in  one  year  is  spent  on  drugs  approved  in  that  year.  This  is 
because  only  a  small  number  of  drugs  developed  by  the  pharmaceu- 
tical industry  is  ever  marketed;  ajid  estimates  show  that  an  aver- 
age of  12  years  is  needed  for  a  drug  to  complete  the  development 
process. 

FDA  REORGANIZATION 

Mr.  DuRBiN.  Dr.  Kessler,  you  have  been  quoted  several  times  in 
the  past  of  having  said  that  the  agency  just  can't  ask  for  more  re- 
sources, but  it  also  must  be  a  better  manager.  The  past  couple  of 
years  you  have  done  significant  reorganizations  within  FDA.  Can 
you  tell  us  what  the  cost  of  these  reorganizations  has  been  and  de- 
scribe for  us  each  of  the  centers  that  has  been  reorganized  and 
what  changes  occurred? 

Dr.  Kessler.  I  would  be  glad  to  provide  that  for  the  record. 

[The  information  follows:] 
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REORGANIZATIONS  IN  THE  FOOD  AMD  DRDG  ADMINISTRATION 

CENTER   FOR   BIOLOGICS   EVALUATION   AND   RESEARCH    (NOVEMBER   1992) 

The  Center  for  Biologies  Evaluation  and  Research  began  a  major 
reorganization  early  in  1992.  Increased  workloads  deriving  from 
the  rapid  growth  in  the  number  of  INDs;  the  added  complexity  of 
biological  products,  particularly  biotechnology-derived 
therapeutics;  and  the  current  and  new  initiatives  related  to  AIDS 
and  vaccines  all  contributed  to  the  need  to  restructure  the 
organization.  To  improve  operations  the  review  process  is  being 
streamlined,  authority  and  responsibility  are  being  delegated  down 
into  the  organization,  and  information  management  and 
communications  are  being  strengthened. 

Under  the  reorganization  three  product-specific  offices  -  the 
offices  of  Blood,  Therapeutics,  and  Vaccines  -  were  established, 
each  responsible  for  product-related  research  programs  and 
regulatory  assignments.  In  addition,  an  Office  of  Establishment 
Licensing  and  Product  Surveillance  manages  program  areas  common  to 
all  three  of  the  above  offices.  The  two  remaining  offices. 
Compliance,  which  administers  the  enforcement  activities,  and 
Management,  existed  in  the  former  structure.  In  the  latter  areas, 
programs  and  operations  are  being  initiated  and  augmented  to  assure 
optimum  use  of  resources  to  accomplish  the  goals  of  the 
reorganization. 

Recent  information  management  initiatives  have  significantly 
improved  the  efficiency  and  productivity  of  CBER  staff  and  enhanced 
the  Center's  ability  to  implement  the  recent  reorganization  and 
User  Fee  legislation. 

A  project  to  achieve  Center-wide  connectivity  was  successfully 
concluded.  This  greatly  increased  the  ability  of  the  transition 
teams  to  communicate  and  assisted  in  the  planning  for  the 
coincident  consolidation  of  almost  half  of  the  Center's  personnel 
at  the  new  Woodmont  Office  Center. 

The  Center  implemented  the  Regulatory  Management  System  to 
support  regulatory  decisions  concerning  the  approval  of 
investigational  new  drug  applications,  product  and  establishment 
licenses,  protocol  and  sample  testing,  and  establishment 
registration.  To  support  the  Congressionally  mandated  User  Fee 
application  tracking,  a  document  logging  system  was  designed  and 
implemented. 
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CENTER  FOR  FOOD   SAFETY   AND   APPLIED   NUTRITION    (NOVEMBER    1992) 

In  1992,  the  structure  of  CFSAN  was  examined,  and  it  became 
apparent  that  the  organization  established  in  the  early  1970 's  was 
no  longer  adeguate  to  meet  the  needs  of  the  next  century.  CFSAN 
was  facing  new  challenges,  new  legislative  mandates,  and  budgetary 
constraints.  Additionally,  closer  integration  was  needed  between 
scientific  and  regulatory  policy  in  the  foods  program.  It  was 
determined  that  a  product-oriented  organization  would  better  serve 
the  U.S.  consumer. 

Under  a  Deputy  Director  for  Programs,  seven  offices  were 
established  to  focus  on  specific  products  and  issues: 

Office  of  Cosmetics  and  Colors 

Office  of  Food  Labeling 

Office  of  Plant  and  Dairy  Foods  and  Beverages 

Office  of  Premarket  Approval 

Office  of  Seafood 

Office  of  Special  Nutritionals 

Office  of  Special  Research  Skills  and  Support 

Each  of  these  offices  has  a  focal  point  for  policy  guidance, 
programs,  and  enforcement  actions,  as  well  as  the  necessary 
scientific  capabilities  to  support  policy  and  compliance 
activities,  as  an  integral  part  of  the  office  structure.  The 
offices  are  organized  to  be  more  responsive  to  outside  constituent 
organizations  and  more  effective  in  accomplishing  program 
objectives. 

Four  offices  were  established  under  a  Deputy  Director  for 
Systems  and  Support: 

•  Office  of  Constituent  Operations 

•  Office  of  Field  Programs 

•  Office  of  Management  Systems 

•  Office  Scientific  Analysis  and  Support 

The  Office  of  Field  Programs  provides  a  single  focus  for  all 
CFSAN  programs  affecting  the  field  to  ensure  greater  center/field 
coordination  and  to  focus  attention  on  priorities  for  field 
activities.  The  Office  of  Management  Systems  focuses  on 
administrative  processes  and  information  resources  management.  The 
Office  of  Scientific  Analysis  and  Support  provides  centralized 
support  throughout  CFSAN  in  specialty  areas  such  as  mathematics  and 
statistics,  pathology,  physicochemical  analysis,  consumer  studies, 
economics,  and  epidemiology.  The  Office  of  Constituent  Operations 
provides  educational  and  liaison  functions  and  promotes  and 
facilitates  interaction  with  external  constituency  groups. 

In  addition,  a  small  Office  of  Policy,  Planning  and  Strategic 
Initiatives  under  a  Senior  Associate  Director  and  10  Strategic 
managers  serve  as  a  focal  point  for  foods  policy,  regulation 
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coordination,  strategic  planning,  timely  resolution  of  critical 
foods  issues,  and  policy  review. 

The  new  CFSAN  organizational  structure  gives  scientists 
increased  opportunity  for  input  into  the  policy-making  process. 
There  is  greater  interaction  and  communication  between  scientific 
disciplines  because  most  offices  contain  chemists,  nutritionists, 
microbiologists,  and  toxicologists.   Considering  the  complexity 
of  the  food  safety  and  labeling  issues  to  be  addressed,  it  is 
essential  that  consistent  policies  be  implemented.   When  a 
problem  arises,  both  a  research  plan  of  action  and  a  regulatory 
plan  of  action  are  prepared  in  the  same  office.   This  approach 
ensures  more  effective  coordination  and  identifies  a  single 
spokesperson  for  each  issue.   The  strategic  managers  provide  a 
disciplined  focus  and  coordination  between  program  offices. 

With  regulation  writers  in  each  office,  more  focused 
attention  on  a  smaller  set  of  issues  results  in  quality 
regulations.   Regulation  coordination  is  provided  through  the 
Office  of  Policy  Planning  and  Strategic  Initiatives. 

The  compliance  function  is  dispersed  throughout  the  various 
offices  under  the  Deputy  Director  for  Programs  with  central 
coordination  provided  by  the  Office  of  Field  Programs. 
Compliance  personnel,  in  cooperation  with  scientists,  can  readily 
identify  problems  for  research  attention.   Because  compliance 
personnel  are  able  to  direct  their  attention  to  limited  areas, 
they  are  able  to  concentrate  closely  on  specific  issues  and 
provide  focused  expertise  in  compliance  and  enforcement  policy 
development. 

The  different  program  orientations  of  the  offices  enable 
CFSAN  to  set  program  priorities  and  facilitate  program  monitoring 
and  review.   Specific  commodity  problems  and  issues  are  targeted 
to  a  specific  office.   If  there  is  a  cross-cutting  issue,  for 
example,  it  the  required  talent  is  located  in  more  than  one 
office,  the  Strategic  Manager  brings  together  an  appropriate  team 
to  resolve  the  issue. 

The  new  organizational  structure  positions  FDA  for  future 
challenges  in  the  foods  area  and  ensures  that  program  priorities 
appropriately  reflect  public  health  priorities  and  are 
commensurate  with  available  resources.   CFSAN  research  scientists 
are  an  integral  part  of  the  regulatory  mission  of  the 
organization.   They  ensure  the  high  level  of  scientific  expertise 
needed  to  develop  sound  policies,  to  review  applications,  and  to 
respond  to  public  health  crises. 
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OFFICE   OF   REGULATORY   AFFAIRS,     OFFICE   OF   OPERATIONS 
(DECEMBER    1991) 

The  Office  of  Criminal  Investigations  was  established  within 
the  Office  of  Regulatory  Affairs  to  direct  more  attention  to  the 
increased  criminal  activity  in  product  areas  regulated  by  FDA. 
This  office  consists  of  six  area  offices  located  in  Chicago, 
Kansas  City,  Miami,  Newark,  San  Diego,  and  Baltimore. 

The  costs  of  these  reorganizations  were  $325,000  for 
consultants  and  meetings. 


an     An  A    r\ 
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MANAGEMENT  LAYERS 


Mr.  DuRBiN.  You  appear  to  have  added  an  additional  layer  of 
management  between  the  center  directors  and  yourself.  Can  you 
describe  for  us  how  this  has  improved  the  efficiency  of  the  agency? 

Dr.  Kessler.  I  will  be  glad  to  provide  an  explanation  for  each 
office  for  the  record. 

[The  information  follows:] 
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FDA  REALIGNMENT 

FDA  was  realigned  to  establish  an  overall  management  and 
organizational  structure  to  reduce  the  Commissioner's  span  of 
control  and  to  align  similar  activities  into  groupings  consistent 
with  the  strategic  activities  of  the  Agency.   Specific  changes 
included  the  establishment  of  four  major  functional  offices,  and 
the  revision  of  functional  statements  for  the  existing  Office  of 
Science.   These  offices  are  headed  by  four  new  Deputy 
Commissioners  and  a  Senior  Advisor.   The  new  positions  report 
directly  to  the  Commissioner  and  the  operating  organizations 
within  FDA  report  to  them.   The  five  offices  are  described  below: 

Office  of  Operations 

The  Office  of  Operations  is  responsible  for  all  FDA-regulated 
product  reviews,  enforcement,  research,  and  compliance-oriented 
matters  pertaining  to  those  products.   The  organizational 
components  reporting  to  this  office  are  the  Office  of  Regulatory 
Affairs  (including  the  FDA  Regional  Offices),  the  Center  for 
Biologies  Evaluation  and  Research,  the  Center  for  Devices  and 
Radiological  Health,  the  Center  for  Drug  Evaluation  and  Research, 
the  Center  for  Food  Safety  and  Applied  Nutrition,  and  the  Center 
for  Veterinary  Medicine.   This  office  is  headed  by  the  Deputy 
Commissioner  for  Operations. 

Office  of  Policy 

The  Office  of  Policy  is  responsible  for  coordinating  cross- 
cutting  policy  issues,  rulemaking  activities,  and  regulations 
development.   This  office  is  also  the  focal  point  for 
international  harmonization  issues  relative  to  products  and 
standards  in  conjunction  with  the  European  Community.   The 
organizational  components  reporting  to  this  office  are  the 
Regulations  Policy  and  Management  Staff,  the  Policy  Development 
and  Coordination  Staff,  and  the  Policy  Research  Staff.   This 
office  is  headed  by  the  Deputy  Commissioner  for  Policy. 

Office  of  External  Affairs 

The  Office  of  External  Affairs  is  responsible  for  directing  and 
coordinating  activities  with  all  FDA  constituents  and  programs 
relative  to  those  constituents.   The  organizational  components 
reporting  to  this  office  are  the  Office  of  Consumer  Affairs,  the 
Office  of  Health  Affairs,  the  Office  of  Legislative  Affairs,  the 
Office  of  Public  Affairs,  and  the  Office  of  Small  Business, 
Scientific,  and  Trade  Affairs.   This  office  is  headed  by  the 
Deputy  Commissioner  for  External  Affairs. 

Office  of  Management  and  Systems 

The  Office  of  Management  and  Systems  is  responsible  for  the 
performance  of  FDA  resource  planning,  development  and  evaluation 
activities,  coordinating  the  integrated  automation  of  management 
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information  systems,  and  for  management  activities  which  affect 
the  operating  programs,  including  funding,  human  resources, 
facilities,  and  equipment.   The  organizational  components 
reporting  to  this  office  are  the  Office  of  Planning  and 
Evaluation  and  the  Office  of  Management  (renamed  from  the  Office 
of  Management  and  Operations) .   This  office  is  headed  by  the 
Deputy  Commissioner  for  Management  and  Systems. 

Office  of  Science 

The  Office  of  Science  is  responsible  for  functions  related  to  all 
scientific  issues  which  affect  the  Agency,  including  coordinating 
biotechnology  activities,  serving  as  a  focal  point  for  FDA's  AIDS 
program,  implementing  the  Orphan  Drugs  Act  and  encouraging  orphan 
products  development,  and  research  programs  relating  to 
toxicological  substances  in  the  environment.   The  organizational 
components  reporting  to  this  office  are  the  Office  of  AIDS 
Coordination,  the  Office  of  Biotechnology,  the  Office  of  Orphan 
Products  Development,  and  the  National  Center  for  Toxicological 
Research.   This  office  is  headed  by  the  Director,  Office  of 
Science. 
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PESTICIDE  RESIDUES 


Mr.  DuRBiN.  As  you  are  well  aware,  Dr.  Kessler,  the  issue  of  pes- 
ticide residues  in  foods  has  been  a  major  issue  with  me  for  many 
years.  Over  the  years,  you  have  indicated  that  around  97-98  per- 
cent of  the  fruits,  vegetables,  and  other  food  produced  in  the 
United  States  or  imported  either  had  no  pesticide  residues  or  levels 
detected  were  well  within  Federally  permitted  limits  according  to 
FDA  standards  and  testing.  Did  you  find  this  to  continue  to  be  true 
for  fiscal  year  1992? 

Dr.  Kessler.  In  FY  1992,  FDA  monitoring  of  domestic  and  im- 
ported foods  for  pesticide  residues  found  that  the  violation  rates 
were  very  similar  to  the  rates  for  the  last  five  years.  Since  1987, 
the  domestic  violation  rate  has  been  between  1-2  percent;  the 
import  violation  rate  has  been  between  2-5  percent.  In  FY  1992, 
the  domestic  violation  rate  was  1.1  percent  and  the  import  viola- 
tion rate  was  3.8  percent.  I  will  provide  a  series  of  charts  that  illus- 
trate the  FY  1992  findings. 

[The  information  follows:] 
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MICROBIOLOGICAL  SAMPLE  ANALYSIS 

Mr.  DuRBiN.  How  many  microbiological  samples  do  you  take 
every  year?  How  many  on  domestic  products?  How  many  on  im- 
ported products? 

Dr.  Kessler.  Samples  may  be  collected  for  a  variety  of  problems, 
i.e.  microbiological,  filth,  additives.  Based  on  additional  information 
obtained  during  an  investigation  or  by  the  laboratory,  they  may  be 
analyzed  for  additional  or  even  totally  different  attributes,  than 
what  w£is  indicated  at  the  time  of  collection. 

To  provide  the  most  accurate  information,  we  will  provide  for  the 
record  the  number  of  samples  analyzed  for  one  or  more  microbiolo- 
gical attributes.  For  example,  a  product  analyzed  for  Salmonella 
sp.  and  Listeria  monocytogenes  is  counted  as  one  sample  gmalyzed. 

[The  information  follows:] 

The  sample  einalyses  listed  below  reflect  those  samples  analyzed. 
Total  Microbiological  Samples  Analyzed— 91:  7939,  92:  8778. 
Total  Import  Micro  Samples  Analyzed— 91:  5511,  92:  6681. 
Total  Domestic  Micro  Samples  Analyzed— 91:  2428,  92:  2097. 

Mr.  DuRBiN.  How  quickly  can  you  turn  your  samples  around  so 
the  product  is  not  delayed  in  shipping? 

Dr.  Kessler.  FDA  conducts  microbiological  anal;  ^es  of  foods, 
drugs,  cosmetics  and  medical  devices  under  established  sample 
analysis  timeframes.  A  variety  of  microbiological  tests  are  per- 
formed on  import  samples,  including  tests  for  Salmonella,  E.  coli, 
C.  hotulinum.  Listeria  and  Staphococcus  aureus.  The  work  day 
standard  for  these  analyses  is  15  work  days  for  import  samples. 
This  standard  reflects  the  number  of  days  expected  to  complete  the 
analysis.  Samples  for  which  there  is  no  presumptive  evidence  of 
contamination  may  conclude  much  more  quickly,  sometimes  as 
soon  as  four  days  after  initiation  of  analysis,  and  thus  the  ship- 
ment can  be  released.  Additional  time  is  required  to  collect  the 
sample,  sometimes  ship  to  the  servicing  laboratory,  and  review  pa- 
perwork in  compliance  before  a  shipment  can  be  released. 

In  FY  1992,  under  our  Import  Foods  for  Foodborne  Biological 
Hazards  Program — microbiological  analyses — a  total  2,640  samples 
were  analyzed  with  2,502  samples  or  94.8%  angdyses  meeting  time- 
frames. Of  these,  1,410  samples  were  violative. 

Every  effort  is  made  to  complete  samples  in  a  timely  manner  so 
as  not  to  delay  products  which  are  in  compliance.  More  rapid 
methods  of  analysis  in  the  microbiological  area  are  constantly 
being  sought  and  validated  for  use  in  our  regulatory  programs  to 
enhfiince  this  effort. 

Mr.  DuRBiN.  Do  you  do  all  the  analyses  at  FDA  laboratories  or  is 
it  contracted  out? 

Dr.  Kessler.  All  samples  collected  by  FDA  investigators  under 
the  compliance  programs  are  analyzed  by  FDA  laboratories.  Some 
samples  are  collected  and  analyzed  by  States  under  FDA  contract 
and  the  direction  of  certain  compliance  programs,  such  as  the  Milk 
Safety  Program  and  National  Shellfish  Sanitation  Program. 

SALMONELLA 

Mr.  DuRBiN.  In  1992  there  were  over  35  outbreaks  of  Salmonella 
poisoning  reported  to  public  health  agencies  throughout  the  coun- 
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try.  Can  you  describe  your  relationship  with  the  Department  of  Ag- 
riculture s  Task  Force  on  Salmonella? 

Dr.  Kessler.  The  Food  and  Drug  Administration  is  working  with 
the  United  States  Department  of  Agriculture's  Salmonella  enteriti- 
dis  Task  Force  in  monitoring  a  pilot  program  for  the  control  of  this 
microbe.  This  pilot  program,  taking  place  in  the  State  of  Pennsyl- 
vania, is  seeking  answers  to  a  number  of  questions  necessary  to  es- 
tablish an  effective  control  program.  I  will  provide  addition^  infor- 
mation for  the  record. 

[The  information  follows:] 

— What  is  the  best  method  for  disinfecting  contaminated  commercial  flock  build- 
ings? 

— What  methods  are  best  for  the  detection  of  the  microbe  in  commercial  flocks? 

— What  effect  does  the  presence  of  rodents  play  in  the  maintenance  and  spread  of 
the  microbe  within  houses  on  the  infected  premises? 

FDA  personnel  are  routinely  invited  to  meetings  of  the  pilot  program  participants 
to  discuss  research  results  obtained  and  to  identify  future  direction  of  research.  The 
next  meeting  of  this  group  is  scheduled  for  April  12,  1993,  in  Washington,  DC. 

FDA  personnel  are  also  informed  by  USDA,  on  a  weekly  basis,  concerning  the 
status  of  "study"  and  "infected"  flocks,  the  status  of  disease  outbreak  investigations, 
and  outbreaks  pending  investigation. 

FDA  has  aided,  and  will  continue  to  aid,  USDA  in  the  traceback  of  eggs  implicat- 
ed in  human  outbreaks  of  illness  due  to  Salmonella  enteritidis.  A  joint  sampling  of 
an  implicated  commercial  egg  lajdng  complex  was  performed  in  1992,  with  USDA 
and  FDA  personnel  sampling  the  manure  pits,  the  environment,  and  eventually 
birds  from  an  implicated  production  facility  in  the  state  of  Maryland.  This  joint  en- 
forcement effort  was  performed  due  to  a  "loophole"  in  USDA's  Regulation  dealing 
with  flock  testing.  FDA  utilized  its  authority  under  the  Food,  Drug,  and  Cosmetic 
Act  to  perform  the  necessary  sampling.  USDA  provided  expertise,  equipment,  and  a 
mobile  necropsy  facility  required  for  the  necropsy  of  birds  from  the  implicated 
house.  USDA  has,  subsequent  to  the  joint  enforcement  effort,  rewritten  its  Regula- 
tions to  close  that  "loophole." 

NICOTINE  PATCH 

Mr.  DuRBiN.  Over  the  years,  we  have  discussed  the  problems  re- 
lated to  tobacco  and  the  tremendous  health  care  costs  associated 
from  tobacco  use.  Recently,  we  noticed  an  article  in  the  press  that 
indicated  that  a  drug  company  intends  to  give  away  over  2  million 
doses  of  its  nicotine  patch  drug  to  low-income  smokers.  What  is 
FDA's  role  in  this  give  away  and  is  there  any  approval  process  nec- 
essary by  FDA? 

Dr.  Kessler.  There  is  no  FDA  role  in  the  nicotine  patch  give- 
away unless  there  is  some  promotion  or  repackaging  involved. 
There  is  no  approval  process  needed  from  the  FDA  since  this  patch 
was  found  safe  and  effective  for  use  and  approved  on  January  28, 
1992. 

Mr.  DuRBiN.  Do  you  believe  such  a  program  could  work  in  terms 
of  reducing  the  numbers  of  smokers  out  there? 

Dr.  Kessler.  Yes,  the  program  could  work  in  reducing  the  num- 
bers of  smokers,  if  the  program  is  administered  properly  and  if  the 
labeling  is  followed. 

MEAT  AND  POULTRY  SAFETY 

Mr.  DuRBiN.  The  FDA,  through  its  Center  for  Veterinary  Medi- 
cine, oversees  the  development  and  approval  of  animal  drugs  and 
feed  additives.  The  Environmental  Protection  Agency  oversees  the 
development  and  approval  of  topical   animal  pesticides.   APHIS 
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oversees  the  development  and  licensing  of  veterinary  biologies  £ind 
monitors  the  proper  use  of  drugs  in  food  animals,  while  FSIS  tests 
for  drug  residues.  Dr.  Kessler,  do  you  believe  that  this  set-up  with 
involvement  by  all  these  different  agencies  is  the  correct  way  for 
the  Federal  Government  to  monitor  the  safety  of  its  meat  and  poul- 
try food  supplies? 

Dr.  Kessler.  Products  that  are  being  used  in  the  animal  health 
industry,  whether  new  animal  drugs,  biologicals  or  pesticides  are 
complex  chemical  entities.  For  the  Federal  Grovemment  to  fulfill 
its  role  in  protecting  the  public  health,  it  is  logical  that  we  define 
common  groups  of  products  and  develop  expertise  to  ensure  the 
safety  of  these  respective  products. 

Under  the  Federal  Food  Drug  and  CJosmetic  Act,  FDA  is  charged 
with  ensuring  the  safety  of  food  products,  including  meat  and  milk. 
FDA  has  established  a  staff  of  highly  qualified  scientists,  and  other 
professionals,  to  administer  this  role  for  the  use  of  animal  drugs 
and  to  ensure  that  food  products  derived  from  animals  are  safe  for 
human  consumption.  FDA  has  established  MOUs  with  EPA  and 
USDA  and  working  relationships  in  this  area,  with  EPA,  FSIS  and 
APHIS,  and  also  coordinates  with  USDA's  Extension  Service  and 
USDA's  Packers  and  Stockyards  Administration  in  the  administra- 
tion of  these  duties.  In  addition,  23  States  are  actively  participating 
in  FDA's  tissue  residue  program,  through  either  MOUs  or  con- 
tracts. FDA  has  an  MOU  with  the  National  Conference  on  Inter- 
state Milk  Shipments  that  provides  for  State  milk  sanitation  activi- 
ties to  monitor  concerns  regarding  animal  drug  residues  in  milk. 

FSIS,  which  develops  annual  data  on  residue  occurrences,  has 
found  fewer  and  fewer  violations  over  the  last  several  years.  This 
would  indicate  to  me  that  the  current  system  is  working  to  control 
illegal  residues  and  ensure  the  safety  of  these  food  supplies. 

Mr.  DuRBiN.  How  often  do  you  receive  reports  from  FSIS  related 
to  high  residue  problems?  In  other  words,  how  close  is  the  coordi- 
nation between  FDA  and  USDA  on  this  issue? 

Dr.  Kessler.  The  FSIS-FDA  coordination  on  residue  information 
operates  through  an  on-line  service  known  as  the  Residue  Violator 
Information  System.  All  FDA  residue  program  monitors  have  im- 
mediate access  to  this  system  upon  the  posting  of  entries  by  FSIS. 
This  system  encompasses  information  about  all  levels  of  violations 
identified  through  the  FSIS  implant  inspection  service.  FDA's 
Tissue  Residue  compliance  program  provides  guidance  to  monitors 
in  specific  cases  of  residues  above  established  tolerances  or  cases 
where  a  residue  from  an  unapproved  product  occurs.  This  mecha- 
nism is  an  on-going  component  of  our  program.  As  an  adjunct  to 
this  process,  USDA's  National  Computer  Center,  the  custodian  of 
RVIS,  prepares  a  weekly  report  that  is  posted  within  the  system 
and  also  mailed  to  all  FDA  district  offices.  This  report,  generated 
through  the  RVIS  operating  program,  identifies  all  new  violators 
within  that  week  of  operation  and  automatically  identifies,  in  a 
specific  notation,  any  residue  detected  at  lOX  above  its  respective 
legal  tolerance.  In  addition,  a  less  formal,  active  network  of  com- 
munication is  common  at  a  local  level  between  FSIS  and  FDA  field 
personnel.  This  system  provides  a  high  level  of  information  sharing 
and  coordination  between  these  two  entities. 
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VETERINARY  DRUGS 


Mr.  DuRBiN.  Drug  companies  are  reluctant  to  develop  veterinary 
drugs  unless  they  have  projected  market  value  that  is  near  the 
$10,000,000  per  year  category.  We  continue  to  receive  reports  of 
problems  related  to  the  lack  of  good  veterinary  drugs  for  many 
farm  animals.  Is  there  anything  that  FDA  does  or  can  do  to  assist 
in  the  development  of  veterinary  drugs?  Do  you  have  any  work  re- 
lated to  minor  drug  issues  for  animals? 

Dr.  Kessler.  There  are  several  ways  that  FDA  gissists  in  the  de- 
velopment of  minor  use  veterinary  drugs.  First  FDA's  Center  for 
Veterinary  Medicine  permits  greater  flexibility  in  the  data  re- 
quired for  approval  of  these  drugs,  where  consistent  with  the  stat- 
ute and  regulations  and  with  public  and  animal  health. 

Second,  FDA-CVM  supports  the  Minor  Use  Animal  Drug  Pro- 
gram of  the  Inter-Regional  Research  Project  No.  4,  or  IR-4.  This 
program  is  designed  specifically  to  facilitate  the  approval  of  minor 
use  veterinary  drugs;  it  works  with  FDA-CVM  to  determine  data 
requirements,  funds  the  needed  research,  and  submits  the  data,  in 
the  form  of  a  public  master  file,  to  FDA-CVM.  Once  the  data  are 
found  to  be  acceptable  to  CVM,  a  notice  of  their  availability  is  pub^ 
lished  in  the  Federal  Register,  so  that  pharmaceutical  firms  may 
then  utilize  the  data  to  put  the  minor  use  claim  on  their  product's 
label.  To  date,  notices  of  availability  for  19  public  master  files  have 
been  published  in  the  Federal  Register,  and  several  more  are  ex- 
pected within  the  next  year  or  two.  The  IR-4  program  has  approxi- 
mately 20  ongoing  projects.  FDA-CVM  supports  the  program  by  al- 
locating a  full-time  employee  to  work  exclusively  as  a  liaison  with 
IR-4,  by  funding  IR-4  workshops,  and  by  sharing  CVM-funded  re- 
search useful  to  the  program. 

Third,  FDA  funds  intramural  and  extramural  work  on  minor  use 
animal  drug  issues.  Recent  and  ongoing  projects  include:  residue 
depletion  research  on  an  anthelmintic  for  goats  and  pharmacokine- 
tic research  in  aquacultured  species  at  CVM;  metho(k  development 
for  drugs  used  in  aquaculture  at  CFSAN  with  CVM's  help;  evalua- 
tion of  metabolism  data  to  support  a  decision  on  the  validity  of 
making  sheep  and  veal  minor  species,  in  terms  of  human  food 
safety,  at  CVM. 

user  fees  for  animal  drugs 

Mr.  DuRBiN.  Dr.  Kessler,  the  Prescription  Drug  User  Fee  Act  di- 
rected that  the  Center  of  Veterinary  Medicine  conduct  a  feasibility 
study  on  the  issue  of  user  fees  for  animal  drug  applications.  When 
do  you  anticipate  this  study  being  completed? 

Dr.  Kessler.  With  respect  to  the  Animal  Drug  User  Fee  Study 
mandated  by  the  Prescription  Drug  User  Fee  Act,  work  on  that  has 
just  gotten  underway.  At  this  time  we  expect  to  meet  the  deadline 
established  for  this  study  of  January  4,  1994. 

Mr.  DuRBiN.  How  much  do  you  anticipate  spending  to  conduct 
this  study? 

Dr.  Kessler.  We  expect  to  spend  approximately  $337,000  to  con- 
duct the  Animal  Drug  User  Fee  Study.  The  internal  study  term, 
consisting  of  11  representatives  from  the  various  Center  offices, 
will  expend  approximately  3.5  FTEs  over  the  next  six  months.  The 
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Office  of  the  Associate  Commissioner  for  Planning  and  Evaluation 
also  will  be  asked  to  participate  in  the  study  by  providing  animal 
health  industry  profile  data,  using  less  than  1  FTE. 

ANIMAL  DRUG  RESEARCH 

Mr.  DuRBiN.  As  we  discussed  earlier,  the  human  pharmaceutical 
industry  has  spent  over  $11  billion  in  trying  to  bring  new  human 
drugs  to  the  market.  Can  you  tell  us  what  the  animal  drug  indus- 
try spends  in  research  and  development  in  a  typical  year? 

Dr.  Kessler.  In  an  industry  with  a  little  over  $2  billion  in 
annual  revenues,  over  $400  million  is  annually  invested  in  research 
in  a  t5T)ical  year. 

ANIMAL  DRUG  APPROVALS 

Mr.  DuRBiN.  For  the  record,  please  provide  us  a  table  showing 
the  number  of  animal  health  drug  applications  approved  in  each  of 
the  past  10  years  by  the  Food  and  Drug  Administration. 

Dr.  Kessler.  I  would  be  happy  to  provide  this  table  for  the 
record. 

[The  information  follows:] 
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CVM    Major    Approvals    Fiscal    Years    1966-1993 


I 
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I  Drug  Combination      B  Pending    approvals 


Estimated  (or  Fiscal  year  1993 


The  graph  shows  the  number  of  significant  animal  drug  approvals  for 
1966  through  1993.  A  significant  drug  approval  may  be  a  new  or 
supplemental  NADA  for  a  new  chemical  entity  or  for  a  previously 
approved  drug  for  a  new  species,  new  indication,  new  dosage  form, 
or  new  drug  combination.  The  number  of  approvals  range  from  a  low 
of  5  in  1979  to  a  high  of  36  in  1983.  There  have  been  11  approvals 
in  the  first  half  of  fiscal  year  1993.  We  have  24  additional  drugs 
near  the  end  of  the  review  process  and  likely  to  be  approved  yet 
this  year  for  an  expected  total  of  35  approvals  in  1993. 
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Mr.  DuRBiN.  There  is  a  significant  drop  in  the  number  of  approv- 
als shown  in  the  chart.  Can  you  tell  us  why  this  has  occurred? 

Dr.  Kessler.  NADA  approval  has  been  cyclic  over  the  years. 
While  the  last  two  years  have  been  low,  they  have  not  been  as  low 
as  at  other  times  in  the  past  which  have  been  followed  by  rather 
dramatic  "recoveries".  Current  projections  for  significant  approvals 
in  FY93  should  alleviate  the  concern  over  this  issue.  FDA's  Center 
for  Veterinary  Medicine  makes  every  effort  to  insure  that  its  scien- 
tific standards  are  consistent  with  its  mandate  to  approve  only 
animal  drugs  which  are  effective  and  safe  to  the  target  animal,  to 
the  consumers  of  foods  derived  therefrom,  and  to  the  environment. 
Furthermore,  the  Center  is  committed  to  making  the  gathering 
and  review  of  the  data  necessary  to  that  process  as  efficient  as  pos- 
sible, and  has  been  working  particularly  diligently  with  the  animal 
pharmaceutical  industry  over  the  past  several  years  to  further  the 
goal. 

The  CVM  believes  that  a  principal  reason  for  the  reduced 
number  of  drug  approvals  is  the  our  concern  about  the  adequacy  of 
the  quality  of  the  data  submitted  to  the  CVM  by  pharmaceutical 
sponsors.  In  a  limited  number  of  cases  the  CVM  has  also  been  con- 
cerned about  data  veracity.  In  at  least  one  case,  the  CVM's  con- 
cerns were  substantiated  from  information  gathered  during  biore- 
search  monitoring  investigations  conducted  in  1990.  Evidence  sug- 
gested data  manipulation  or  fabrication  involving  a  pharmaceutical 
sponsor  and  clinical  investigators.  At  the  present  time,  this  case 
has  been  referred  to  the  U.S.  Department  of  Justice  and  one  clini- 
cal investigator  has  signed  a  consent  agreement  not  to  receive  in- 
vestigational new  animal  drugs.  Also  during  these  investigations, 
the  CVM  encountered  a  failure  to  report  adverse  drug  reactions 
and  a  general  deficiency  in  quality  assurance  procedures  within 
the  veterinary  pharmaceutical  industry. 

BREAST  IMPLANT/EXPLANT  REGISTRY 

Mr.  DuRBiN.  We  are  aware  that  there  have  been  some  discus- 
sions related  to  FDA  or  some  other  health  gigency  establishing  a 
registry  of  breast  implant  patients  and  explant  patients.  Do  you 
propose  to  fund  such  a  project  in  fiscal  year  1994? 

Dr.  Kessler.  FDA  does  not  intend  to  fund  a  retrospective  regis- 
try for  women  who  have  or  have  had  breast  implants.  FDA  has 
been,  however,  serving  as  a  facilitator  with  ten  current  and  former 
manufacturers  in  developing  such  a  registry.  Key  elements  of  this 
manufacturer-funded  registry  are:  it  will  be  a  communication  regis- 
try to  keep  registrants  up  to  date  on  scientific  information  related 
to  breast  implants,  both  saline-  and  gel-filled;  each  registrant  will 
be  guaranteed  one  information  mailing  per  year;  enrollment  will 
be  free  and  voluntary  and  confidentiality  of  each  registrant  will  be 
guaranteed. 

The  manufacturers  plan  to  have  a  third  party  act  as  the  contract 
registrar.  Award  of  the  contract  will  be  announced  in  the  next  few 
months.  A  Scientific  Education  Board  comprised  of  relevant  medi- 
cal and  scientific  professionals  will  select  and  review  the  informa- 
tion sent  to  the  registrants. 
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Mr.  DuRBiN.  Are  you  aware  of  any  other  private  or  public  agency 
that  is  developing  a  breast  explant  registry? 

Dr.  Kessler.  FDA  is  unaware  of  any  breast  explant  registry.  In 
January  1992,  Medic  Alert  established  an  International  Breast  Im- 
plant Registry  for  all  women  with  breast  implants,  formerly  im- 
planted and  those  currently  enrolled  in  the  scientific  protocols. 
Some  of  these  registrants  have  had  their  breast  implants  explant- 
ed,  but  Medic  Alert  does  not  distinguish  these  from  other  regis- 
trants. 

SAFE  MEDICAL  DEVICES  ACT  OF  1990 

Mr.  DuRBiN.  Let's  go  back  to  the  Safe  Medical  Devices  Act.  How 
do  you  anticipate  complying  with  it? 

Dr.  Kessler.  The  Safe  Medical  Devices  Act  of  1990— SMDA— and 
the  Medical  Device  Amendments  of  1992  made  comprehensive 
changes  to  the  Medical  Device  Amendments  of  1976  by  significant- 
ly expanding  and  strengthening  FDA's  medical  device  regulatory 
capabilities.  Some  of  these  authorities  were  effective  upon  enact- 
ment, some  have  later  effective  dates,  while  others  are  to  be  imple- 
mented upon  passage  of  a  final  rule  in  the  Federal  Register.  These 
new  mandates  have  a  significant  impact  on  FDA  programs. 

I  will  be  happy  to  provide  more  detailed  information  on  the  Safe 
Medical  Devices  Act  for  the  record. 

[The  information  follows:] 
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Safe  Medical  Devices  Act  of  1990 


New  Mandates 


•  FDA  is  authorized  to  take  quicker  enforcement  action  in  a 
wider  variety  of  cases; 

•  FDA's  medical  device  review  responsibilities  are  increased 
for   transitional  and  pre-Amendments  class  III  devices  and 
for  all  devices  subject  to  the  premarket  notification 
program;  and 

•  The  new  mandates  increase  and  enhance  the  amount  of 
postmarket  surveillance  information  available  to  FDA  on 
marketed  medical  devices. 

FDA  has  estimated  that  it  will  require  about  $20  million  to 
implement  SMDA.   If  additional  resources  are  provided  in  the  FY 
1994  budget,  FDA  will  be  able  to  implement  these  new  authorities 
with  the  resources  available. 

FDA  has  made  substantial  progress  in  carrying  out  its  new 
responsibilities.   For  many  of  the  new  provisions,  FDA  published 
documentation  in  the  Federal  Register  in  the  form  of  notices, 
proposed,  or  final  rules  to  implement  a  specific  requirement  or 
to  serve  notice  and  explanation  of  a  new  authority  and/or  policy. 
To  date,  FDA  has  published  in  the  Federal  Register  a  total  of 
five  notices,  three  proposed  rules,  one  tentative  final  rule,  one 
interim  final  rule,  and  one  final  rule  on  SMDA-related  matters. 

Other  Activities  to  Implement  SMDA 

In  addition  to  its  rulemaking  efforts,  FDA  has  conducted  numerous 
other  activities  to  implement  various  SMDA  provisions.   These 
include: 

•  conducting  a  conference  to  educate  health  professionals  on 
device  user  facility  reporting  and  to  solicit  their  input 
regarding  its  implementation  strategy; 

•  sponsoring  a  public  hearing  on  implementing  the  combination 
products  provision; 

•  invoking  new  enforcement  authorities  by  suspending  a 
premarket  approval  application,  requiring  manufacturers  of 
certain  devices  to  conduct  postmarket  surveillance  studies, 
and  requiring  manufacturers  to  cease  distribution  of  devices 
that  may  cause  serious,  adverse  health  consequences;  and 

•  creating  a  mandated  Office  of  International  Relations  and 
External  Affairs. 

FDA  is  continuing  its  activities  to  implement  SMDA  provisions. 
Efforts  are  underway  to:   produce  in  a  timely  manner  additional 
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regulations  and  notices;  develop  a  strategy  for  applying  "special 
controls"  to  class  II  devices;  evaluate  the  compliance  and  cost 
benefit  of  the  device  user  facility  reporting  requirements; 
conduct  the  classification  review  of  pre-Amendments  class  III  and 
transitional  devices;  and  establish  a  schedule  for  issuing  calls 
for  premarket  approval  applications  for  those  pre-Amendments 
devices  determined  by  FDA  to  require  class  III  controls. 
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MANAGEMENT  INFORMATION  SYSTEM 

Mr.  DuRBiN.  Last  year,  Dr.  Kessler,  you  testified  that  you  were 
going  to  move  ahead  to  build  a  management  information  system 
that  will  enhance  and  speed  up  the  product  approval  process.  A 
good  piece  of  this  information  system  was  the  computer  informa- 
tion network.  Could  you  describe  for  us  how  much  you  have  spent 
during  fiscal  years  1992  and  1993  on  this  process  and  what  the 
total  plans  are  for  a  computerized  system? 

Dr.  Kessler.  The  FDA  remains  committed  to  the  goal  of  speeding 
up  the  product  approval  process.  As  one  part  of  this  goal,  the 
Agency  plans  to  have  the  capability  of  receiving  electronic  submis- 
sion of  industry  product  applications  in  part  or  whole  by  1995.  In 
keeping  with  this  objective,  the  Agency  continues  to  support  the 
development  of  programs  within  CDER,  CBER,  and  CVM  for  the 
receipt  and  processing  of  computer  assisted  product  applications. 

FDA  recognizes  that  a  consistent,  fully  integrated  Agency  ap- 
proach is  needed  if  we  are  to  realize  the  maximum  benefits  to  the 
industry,  the  Agency,  and  the  consumer.  Therefore,  FDA  has  im- 
plemented a  major  strategic  systems  initiative  designed  to  reduce 
the  time  required  to  bring  new  products  to  market  through  process 
improvement  and  the  use  of  information  systems  technologies  in 
the  preparation,  submission,  and  review  of  industry  product  appli- 
cations. This  initiative,  the  Submission  Management  and  Review 
Tracking  System,  or  SMART,  will  address  information  manage- 
ment issues  related  to  the  entire  product  life  cycle,  not  just  the 
review  process.  A  common  information  architecture  and  technical 
information  standards  will  guide  the  development  of  integrated 
systems  and  databases  to  facilitate  information  interchange  with 
industry  and  information  analysis  within  the  Agency.  It  is  expected 
that  this  initiative  will  result  in  significantly  improved  efficiencies 
in  the  review  process  within  the  Agency  and  in  data  analysis  and 
application  preparation  within  the  industry. 

During  FY  1992  FDA  obligated  some  $748,000  for  this  activity. 
Initial  estimates  for  incremental  funding  in  1993  and  1994  range 
between  $4  and  $6  million.  However,  these  additional  funds  will 
now  depend,  to  a  great  degree,  on  the  collection  of  related  user 
fees. 

Mr.  DuRBiN.  What  difficulties  are  you  finding  by  the  staff  to  im- 
plement such  a  system? 

Dr.  Kessler.  FDA  staff  endorses  this  system  concept  and  will 
provide  technical  direction  to  an  evaluation  of  the  basic  work 
which  would  be  done  by  a  contractor. 

ADVISORY  COMMITTEE  STUDY 

Mr.  DuRBiN.  We  are  aware  that  you  use  many  advisory  commit- 
tees and  peer  review  groups  for  FDA's  approval  process.  Last  year, 
you  had  commissioned  the  Institute  of  Medicine  to  study  FDA's  use 
of  advisory  committees  and  to  provide  recommendations  on  how 
the  agency  can  use  their  expertise  more  efficiently.  What  are  the 
results  of  this  study  and  how  much  did  you  spend  on  the  study? 

Dr.  Kessler.  The  Institute  of  Medicine's  study  of  FDA's  advisory 
committee  system  was  comprehensive  and  timely.  The  general  con- 
clusion was  that  "the  existing  system  is  fundamentally  sound,  has 
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served  the  Agency  well,  and  does  not  need  reorganization."  Howev- 
er, it  contains  numerous  observations  and  recommendations  of  ad- 
ministrative and  procedural  changes  to  improve  the  performance 
and  usefuUness  of  the  system.  The  cost  of  the  contract  for  this 
study  was  $593,000.  This  is  a  significant  study  that  merits  wide 
consideration. 

Mr.  DuRBiN.  How  many  of  the  recommendations  do  you  intend  to 
initiate  and  what  is  the  time  frame  for  doing  so? 

Dr.  Kessler.  FDA  intends  to  initiate  over  forty  actions  recom- 
mended by  the  Institute  of  Medicine  and  by  an  internal  study  team 
to  improve  and  streamline  advisory  committee  practices.  An  imple- 
mentation task  force  was  established  in  January,  1993  to  assess  pri- 
orities, workload,  and  logical  leads  for  each  action  step  required  to 
implement  the  recommendations.  Including  the  recommendations 
cited  in  the  lOM  and  internal  studies,  nearly  100  sections  of  the 
Agency's  Advisory  Committee  Handbook  are  being  revised  and  up- 
dated. Of  these  over  one-third  are  either  in  a  first  draft  or  under 
discussion.  The  remaining  actions  are  planned  to  begin  in  1993  and 
be  completed  in  1994.  We  are  encouraging  the  use  and  adoption  of 
action  steps  as  soon  as  possible.  A  copy  of  the  study's  summary  will 
be  submitted  for  the  record. 

[Clerk's  note. — ^The  information  provided  is  too  lengthy  to  print 
in  the  record  and  will  be  retained  in  Committee  files.] 

FDA  ADVISORY  COMMITTEES 

Mr.  DuRBiN.  For  the  record,  please  provide  us  a  list  of  all  adviso- 
ry committees  used  during  fiscal  years  1991  and  1992  and  the  cost 
associated  with  each  advisory  committee  and  your  proposals  for 
fiscal  years  1993  and  1994. 

Dr.  Kessler.  I  will  be  happy  to  provide  this  information  for  the 
record. 

[The  information  follows:] 
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FOOD  AND  DRUG  ADMINISTRATION 
ADVISORY  COMMITTEES 


FY  91  FY  92 
OFFICE  OF  THE  COMMISSIONER 

Science  Board  to  the  FDA $     0  $     0 

Board  of  Tea  Experts 7,726  2,860 

HUMAN  DRUGS  AND  BIOLOGICS: 

Allergenic  Products 33,167  44,912 

Biological  Response  Modifiers...  59,746  94,226 

Blood  Products 91,451  225,347 

Vaccines  and  Related  Biological 

Products 86,593  141,253 

Anesthetic  and  Life  Support 

Drugs 52,588  77,675 

Anti-Infective  Drugs 71,416  71,776 

Antiviral  Drugs 94,189  89,009 

Arthritis 62,968  79,742 

Cardiovascular  and  Renal 

Drugs 80,637  76,433 

Dermatologic  Drugs 58,568  57,134 

Drug  Abuse 58,142  84,678 

Endocrinologic  and  Metabolic 

Drugs 122,847  95,425 

Fertility  and  Maternal 

Health  Drugs 74,557  67,321 

Gastrointestinal  Drugs 63,615  67,103 

Generic  Drugs 93,950  52,239 

Medical  Imaging  Drugs 0  55,460 

Oncologic  Drugs 34,124  82,110 

OTC  Drugs 0  0 

Peripheral  and  Central  Nervous 

Systems  Drugs 92  ,  748  83 ,  801 

Psychopharmacologic  Drugs 64,813  55,494 

Pulmonary-Allergy  Drugs 37,133  70,814 

HUMAN  DEVICES  AND  RADIOLOGICAL  PRODUCTS 
Medical  Devices  (16  Panels  under 

one  Committee) 346,295  649,844 

Circulatory  Systems  Devices 

Panel 21,682  0 

Ear,  Nose,  and  Throat 

Devices  Panel 22,492  0 

Gastroenterology-Urology 

Devices  Panel 25,214  0 

General  and  Plastic  Surgery 

Devices  Panel 0  0 

General  Hospital  and  Personal 

Use  Devices  Panel 0  20,000 

Hematology  and  Pathology 

Devices  Panel 0  0 

Immunology  Devices  Panel 0  0 

Obstetrics-Gynecology 

Devices  Panel 0  0 

Ophthalmic  Devices  Panel 17,087  0 

Orthopedic  and  Rehabilitation 

Devices  Panel 0  0 

Radiological  Devices  Panel 0  0 


FY  93 


FY  94 


$101,018 

$100,000 

4,000 

3,500 

40,000 

38,000 

90,000 

85,000 

249,197 

250,000 

201,884 

190,000 

75,000 

70,000 

68,000 

65,000 

85,000 

80,000 

78,000 

75,000 

75,000 

70,000 

55,000 

50,000 

80,000 

75,000 

90,000 

85,000 

65,000 

60,000 

65,000 

60,000 

50,000 

50,000 

50,000 

45,000 

75,000 

70,000 

200,000 

0 

80,000 

75,000 

50,000 

45,000 

70,000 

65,000 

600,000 

575,000 

24,000 

0 

20,000 

0 

20,000 

0 

20,000 

0 

0 

0 

25,000 

0 

30,000 

0 

25,000 

0 

15,000 

0 

20,000 

0 

25,000 

0 
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FY  92 

FY  93 

FY  94 

0 

24,548 

25,000 

18,581 

17,000 

15,000 

FY  91 
Device  Good  Manufacturing 

Practice 24,173 

Technical  Electronic  Product  Radiation 

Safety  Standards 23,857 

VETERINARY  MEDICINE 

Veterinary  Medicine  Advisory....    41,198    67,743     64,547     60,000 

TOXICOLOGICAL  RESEARCH 

Special  Studies  Relating  to  the  Possible  Long-Term  Health 
Effects  of  Phenoxy  Herbicides  and  Contaminants  (Ranch 
Hand  Advisory  Committee) 38,797    26,272     25,000     25,000 

Science  Advisory  Board 0    32,024     30,000     30,000 
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NATIONAL  CENTER  FOR  TOXICOLOGICAL  RESEARCH 

Mr.  DuRBiN.  You  are  aware,  Dr.  Kessler,  that  over  the  years,  the 
committee  has  been  concerned  that  the  research  done  at  the  Na- 
tional Center  for  Toxicological  Research  was  not  well-coordinated 
with  the  mission  of  FDA.  Last  year,  you  testified  that  you  were  be- 
ginning to  integrate  the  work  of  the  NCTR  more  fully  into  the 
overall  mission  of  FDA.  What  changes  have  occurred  at  NCTR  to 
assure  that  this  will  occur? 

Dr.  Kessler.  A  number  of  changes  have  been  made  to  ensure 
that  the  research  done  at  NCTR  is  coordinated  with  the  mission  of 
the  Agency.  NCTR  has  implemented  review  processes  that  focus  on 
research  relevance  to  regulatory  needs  and  on  research  quality. 
Center  directors  and  the  director  of  the  Office  of  Regulatory  Affairs 
periodically  review  the  regulatory  relevance  of  the  total  NCTR  pro- 
gram; an  external  NCTR  Science  Advisory  Board  assesses  the  qual- 
ity of  the  science.  Over  80  research  projects  at  NCTR  are  being  con- 
ducted in  collaboration  with  other  FDA  Centers  and  the  Office  of 
Regulatory  Affairs. 

Mr.  Durbin.  For  the  record,  please  provide  a  five  year  table 
showing  the  resources  used  by  NCTR. 

Dr.  Kessler.  I  would  be  happy  to  do  so. 

[The  information  follows:] 

NATIONAL  CENTER  FOR  TOXICOLOGICAL  RESEARCH 

Actual  appropriated  dollars  expended 

[Dollars  in  thousands] 

Fiscal  year:  Amount 

1989 $25,545 

1990 27,296 

1991 31,407 

1992 31,097 

1993  (estimated) 32,458 

VOLUNTARY  SEAFOOD  PROGRAM 

Mr.  DuRBiN.  Last  year,  Dr.  Kessler,  you  testified  that  the  volun- 
tary seafood  program,  a  cooperative  effort  between  FDA  and 
NOAA,  was  in  the  final  stages  of  development.  You  also  said  that 
you  were  in  the  middle  of  a  pilot  testing  effort  and  that  no  one  had 
yet  been  charged  for  their  user  fee  program.  Please  bring  us  up  to 
date  on  the  status  of  this  program  in  terms  of  how  many  people 
are  voluntarily  using  the  program,  what  the  charges  are,  and 
where  you  stand  in  general  with  it.  How  much  of  FDA's  time  is 
required  to  manage  this  program  and  how  much  is  done  by  the  Na- 
tional Marine  and  Fisheries  Service? 

Dr.  Kessler.  While  tremendous  progress  has  been  made  in  devel- 
oping the  details  of  this  voluntary  program  since  I  appeared  before 
you  last  year,  I  have  elected  to  hold  finalization  of  this  effort  until 
I  have  a  clear  sense  of  the  final  form  that  the  Agency's  mandatory 
HACCP  initiative  takes.  At  that  time,  I  will  reassess  the  situation 
to  see  what  role  the  voluntary  program  can  play  in  our  effort  to 
promote  complete  consumer  confidence  in  all  seafood. 

Despite  this  turn  of  events,  let  me  assure  you  that  much  of  what 
was  jointly  developed  with  the  National  Marine  Fisheries  Service 
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has  been  extremely  useful  in  helping  to  develop  the  mandatory 
HAACP  concept.  Also,  much  of  what  was  developed  jointly  by  FDA 
and  NMFS  already  has  been  used  in  a  Voluntary  HACCP-based 
program  offered  to  the  industry  on  July  28,  1992,  as  part  of 
NOAA's  existing  fee-for-service  seafood  inspection  program. 

Mr.  DuRBiN.  What  resources  does  FDA  expend  on  this  effort? 

Mr.  Kessler.  Since  the  Voluntary  Seafood  Program  is  on  hold, 
FDA  is  not  currently  expending  any  resources  on  this  effort. 

NATIONAL  SHELLFISH  SANITATION  PROGRAM 

Mr.  DuRBiN.  As  you  did  last  year,  Dr.  Kessler,  could  you  provide 
us  with  a  s5niopsis  of  the  activities  related  to  the  National  Shellfish 
Sanitation  Program? 

Dr.  Kessler.  I  will  be  happy  to  provide  this  information  for  the 
record. 

[The  information  follows:] 
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FOOD  AND  DRUG  ADMINISTRATION 

SHELLFISH  ACTIVITIES  -  FY  1992 

TECHNICAL  COURSE  TRAINING 

National  Shellfish  Sanitation  Program  -  Manual  of  Operations, 
Part  I  on  Growing  Areas — translated  into  Spanish. 

Procedures  for  Sanitary  Surveys  +  Growing  Area  Classification — 5 
States  (FL,     SC,  NC,  MS,  TX) . 

Hydrography/Pollution — 3  States. 

Data  analyses — 2  States  (NH,  NJ)  and  1  foreign  country  (Chile) . 

Special  Comprehensive  NSSP  Program  Training — 1  foreign  country 
(Korea) . 

Industry  Plant  Sanitation/Recordkeeping  Workshops — 4 . 

STANDARDIZED  TRAINING  OF  PLANT  INSPECTIONS  WITH  ISSC 

Standardized  training  of  plant  inspectors  with  ISSC — 2  courses, 
65  attendees. 

Standardized  training  and  certification  of  Shellfish  Laboratory 
Evaluation  Officers  (LEO) — 22  LEOs  from  9  States,  4  foreign 
MOU  countries  and  2  FDA. 

TECHNICAL  ASSISTANCE 

Sanitary  surveys — 1  State  (MA) . 

Hydrographic  surveys — 3  States  (CT,  MA,  OR) . 

Advanced  statistical  analyses  of  growing  water  data — 2  States 
(NH,  NJ)  and  1       foreign  country  (Chile) . 

Depuration  verification  study — 1  State  (MA) . 

Depuration  evaluation — 1  foreign  country  (Chile) . 

Wet  Storage — 1  foreign  country  (Venezuela) . 

Gas  and  oil  rigs — 3  States  (LA,  MI,  AL) . 

Offshore  outfalls — ^^1  State  (MA)  . 

Closed  safety  zones — 1  State  (LA) . 
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Page  2  -  FDA  SHELLFISH  ACTIVITIES~FY92 

RESEARCH/FIELD  INVESTIGATIONS 

Depuration  (NTSU*) . 

Ship  ballast  and  environmental  sampling  for  V .    cholera    (GCRL**) . 

National  Indicator  Study — Advice,  consultation,  and  review  at  2 

Scientific  Subcommittee  and  2  Executive  Committee  meetings  (NTSU 

+  OS)  . 

Ozone  disinfection  (NTSU) . 

Viral  indicator  (NTSU) . 

Ocean  outfalls  (NTSU) . 

Ocean  dumpsites — 106  mile  and  NY  Bight  (NTSU) . 

Developed  the  FDA  5-Year  Seafood  Research  Plan. 

Collaborative  study — HPLC  domoic  acid  method. 

ADMINISTRATIVE  OVERSIGHT 

Completed  scheduled  100%  file  audit  of  1,291  state 
classifications  of   shellfish  harvesting  areas. 

Provided  technical/administrative  assistance  to  New  Zealand  on 
marine  biotoxin  monitoring  and  safety  controls.   This  action 
taken  in  response  to  unusual  toxic  algae  blooms  which  resulted  in 
250  illnesses  and  complete  closure  of  all  shellfish  harvesting 
areas. 

Shellfish  Laboratory  Evaluations — 6  States  (NY,  NJ,  DE,  GA,  WA, 
OR)  and  2  foreign  countries  (Korea,  Western  Canada) . 

Published  monthly  issues  of  the  Interstate  Certified  Shellfish 
Shippers  Lists  which  covers  over  2,300  certified  dealers  in  20 
states  and  6  countries. 

Evaluated  shellfish  laboratories  in  7  States  and  5  countries. 

Evaluated  shellfish  programs  in  Australia,  Canada,  Chile,  Korea, 
New  Zealand  and  Venezuela.  On-site  evaluations  in  Chile  and  New 
Zealand  are  in  progress. 

*    NTSU — Northeast  Technical  Services  Unit 
**    GCRL — Gulf  Coast  Research  Laboratory 
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Page  3  -  FDA  SHELLFISH  ACTIVITIES — FY92 

ACTIVITIES  WITH  THE  INTERSTATE  SHELLFISH  SANITATION  CONFERENCE 

Effective  April  1,  1993,  the  ISSC  will  have  an  Executive  Office 
established  thru  a  FDA/NOAA  grant. 

Standardization  of  State  processing  plant  sanitation  inspectors, 
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SEAFOOD  ILLNESS 


Mr.  DuRBiN.  Could  you  tell  us  what  the  incidence  of  reported 
seafood  illnesses  was  for  fiscal  year  1992,  whether  that  was  from 
fish  or  shellfish,  and  whether  you  can  detect  any  statistical  differ- 
ence between  domestic  versus  imported  seafood? 

Dr.  Kessler.  The  primary  source  of  information  on  foodborne 
disease  occurrence  in  the  U.S.  is  CDC,  which  has  maintained  a  na- 
tional foodborne  disease  outbreak  surveillance  system  since  1967. 
This  epidemiology-based  system  provides  a  nationwide  perspective 
on  outbreaks  of  foodborne  disease  and  its  consistent  methodology 
permits  long-term  trend  analysis.  These  data  are  provided  by  State 
and  county  health  systems.  CDC  requires  reporting  of  certain  types 
of  illnesses  when  these  illnesses  constitute  £in  outbreak;  an  out- 
break is  two  or  more  related  cases.  The  FDA  is  supporting  two  full- 
time  employees  to  work  with  staff  at  CDC  to  enter  the  accumulated 
data  for  1987-1992  regarding  seafood  illness  into  the  data  system. 
This  effort  is  now  in  progress.  The  reported  data  identify  the  type 
of  sesifood,  but  do  not  satisfy  the  source  of  the  seafood,  such  as 
whether  it  was  from  domestic  commercial,  imported,  or  recreation- 
al obtained  sources. 

In  addition  to  this  passive  national  illness  data  acquisition 
system,  FDA  is  supporting  specific  studies  being  done  through 
CDC.  These  studies,  referred  to  as  Sontinel  Surveillance  Studies, 
are  active  efforts  to  follow-up  on  illnesses  reported  from  designated 
localities  and  for  particular  disease  organisms,  in  this  instance 
Campylobactar,  Salmonella,  and  Vibrio  species.  The  food  or  foods 
which  contained  the  illness  causing  organism  will  be  identified  and 
the  role  of  seafood  will  be  determined.  The  type  of  seafood,  but  not 
whether  it  was  from  domestic  or  imported  origin,  will  be  deter- 
mined. 

therapies  and  drugs  for  aids 

Mr.  DuRBiN.  As  we  watch  the  spread  of  AIDS  across  the  country 
and  it  invades  the  heterosexual  population,  the  need  to  find  pre- 
ventive vaccines  and  cures  grows.  As  you  did  last  year.  Dr.  Kessler, 
please  provide  us  a  table  that  shows  the  therapies  and  drugs  that 
have  been  approved  for  AIDS  and  the  time  it  took  to  approve  those 
drugs. 

Dr.  Kessler.  I  would  be  pleased  to  do  so. 

[The  information  follows:] 
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DRUGS  CnSREMTLY  APPROVED  BY  THE  FDA 
FOR  AIDS  AND  AIDS -ASSOCIATED  CONDITIONS 


DRUG 


STAKP  DATE 


APPROVAL  DATE 


APPROVAL  TIME 


Antiretroviral  Drugs 

Retrovir  Capsules  02  DEC  86 

(Ziduvodine,  AZT) 

Retrovir  Syrup  28  OCT  88 

Retrovir  Injection  01  FEB  89 

Videx  06  APR  91 

(Didanosine,  ddl) 

(for  advanced  HIV  infection 

when  there  is  intolerance  to 

or  no  response  to  Zidovudine) 

Drugs  for  AIDS-Associated  Conditions 


Interferon  A  Injection 
(Intron  A) 


(Roferon  A) 
(for  Kaposi's  Sarcoma) 


30  SEP  83 


24  OCT  84 


29  DEC  86* 


19  MAR  87  (NDA) 

28  SEP  89  (NDA) 

02  FEB  90  (NDA) 

09  OCT  91  (NDA) 


Cytovene 

(Ganciclovir) 

(for  CMV  Retinitis) 

*  NDA  withdrawn  23  NOV  88  and  resubmitted  1  MAY  89 


21  NOV  88  (PLA) 
21  NOV  88  (PLA) 
23  JUN  89* (NDA) 


Diflucan  Tablets 

(Fluconazole) 

(for  Cryptococcal  meningitis, 

candidiasis) 

Diflucan  Injection 

Nebupent 

(Aerosolized  Pentamidine) 

(for  prevention  of  PCP) 


Epogen 

(Erythropoietin) 

(for  ZDV-related  anemia) 

Foscavir 

(Foscarnet) 

(for  CMV  retinitis) 


02  MAR  89 

21  MAR  89 
29  JUL  88 

12  SEP  90 
04  HAY  90 


29  JAN  90  (NDA) 

29  JAN  90  (NDA) 

15  JUN  89  (NDA) 

31  DEC  90  (PLA) 

27  SEP  91  (NDA) 


3 . 5  months 

11  months 

12  months 
6  months 


5  years 
+  2  months 

4  years 


11  months 

11  months 
11  months 

15.5  months 
17  months 
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Page  -2- 


Sporanox 

( itraconazole) 

(for  histoplasmosis  and 

blastomycosis) 


31  MAY  90 


11  SEP  92  (NDA) 


2  years 

+  4.5  months 


Mepron  24  APR  92 

(atovaquone) 

(for  mild  to  moderate  PCP 
in  patients  intolerant 
of  TMP-SMX) 

Mycobutin  08  OCT  91 

(rifabutin) 

(for  MAC) 

Marinol*  19  AUG  92 

(Dronabinol) 

(for  anorexia  and  weight 

loss  associated  with  AIDS) 


25  NOV  92  (NDA)      7  months 


23  DEC  92  (NDA)      14  months 


22  DEC  92  (SUP)      5  months 


*  New  indication 


Prepared  by: 

Office  of  AIDS  Coordination 

March  18,  1993 
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Mr.  DuRBiN.  Usually  the  drugs  for  AIDS  applications  are  provid- 
ed the  designation  of  1-AA.  How  many  investigational  new  drug 
applications  do  you  currently  have  with  this  designation,  and  how 
many  of  them  are  for  AIDS-related  conditions? 

Dr.  Kessler.  As  of  December  31,  1992,  there  were  239  active  In- 
vestigational New  Drug  applications  for  AIDS  or  HIV-related  drug 
products. 

The  designation  "1"  indicates  that  the  drug  is  a  new  molecular 
entity,  a  drug  for  which  the  active  moiety  has  not  been  previously 
approved  or  marketed  in  the  United  States  for  use  in  a  drug  prod- 
uct. The  designation  "AA"  shows  that  the  drug  is  indicated  for  the 
treatment  of  AIDS  or  HIV-related  disease.  Not  all  drugs  indicated 
for  the  treatment  of  AIDS  or  HIV-related  disease  are  given  these 
designations. 

FUNDING  FOR  AIDS  ACnVITIES 

Mr.  DuRBiN.  For  the  record,  would  you  please  provide  us  a  five- 
year  historical  table  that  shows  the  funding  provided  for  AIDS  ac- 
tivities broken  out  by  drugs,  biologies  devices,  or  other  categories. 

Dr.  Kessler.  I  will  be  glad  to  provide  that  for  the  record. 

[The  information  follows:] 

FUNDING  FOR  AIDS  ACTIVITIES 

[Dollars  in  ttnusands] 

1989  1990  1991  1992  1993 

Drugs $17,005      $19,181 

Biologies 26,595       29,403 

Devices 7,675         8,664 


120,921 

$24,583 

$25,235 

33,599 

39,043 

37,408 

8,875 

8,676 

9,756 

Total  FDA 51,275        57,248        63,395        72,302        72,399 


Mr.  DuRBiN.  Please  provide  an  object  class  table  for  the  re- 
sources available  for  AIDS  for  fiscal  years  1991,  1992,  and  1993. 
Dr.  Kessler.  I  will  be  glad  to  provide  that  for  the  record. 
[The  information  follows:] 

FDA  RESOURCES  FOR  AIDS  1992-1994 

[Dollars  In  thousands] 

1992  1993  1994 

Personnel  comp.  &  benefits 

Travel  and  trans 

Rent.,  commun.  &  utilities 

Printing 

Contracts  and  other  svces 

Supplies  and  materials 

Equipment 

Total  FDA 72,302  72,399  72,399 


$36,712 

$36,291 

$35,712 

544 

540 

500 

461 

500 

500 

490 

500 

600 

19,038 

19,518 

19,000 

5,727 

5,650 

5,700 

9,330 

9,400 

10,387 
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AIDS  BUILDING 


Mr.  DuRBiN.  In  1989,  Congress  provided  $25  million  to  construct 
a  building  on  the  NIH  campus  for  the  benefit  of  its  AIDS  work. 
Last  year,  you  testified  that  the  design  of  Phase  Two  was  approxi- 
mately 70  percent  complete  and  that  you  hoped  to  go  to  construc- 
tion in  March  1993.  Would  you  bring  us  up  to  date  on  the  status  of 
construction  of  that  building,  and  tell  us  when  you  anticipate  being 
able  to  move  your  people  into  that  building? 

Dr.  Kessler.  I  would  be  happy  to  provide  this  information  for  the 
record. 

[The  information  follows:] 
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PROGRESS  REPORT  ON  FDA  AIDS  BUILDING 
THROUGH  FEBRUARY  15,  199  3 

In  its  Report  (House  Report  101-137)  on  1990  Appropriations  for 
FDA,  the  House  Appropriations  Committee  expressed  concern  over 
the  delay  in  planning  for  FDA's  new  building  for  AIDS  work  to  be 
located  at  the  NIH  campus,  and  requested  a  quarterly  report  on 
the  status  of  this  building.   The  Senate  Appropriations  Committee 
expressed  the  same  request  in  its  Report  (Senate  Report  101-84) . 
This  report  is  in  response  to  those  requests,  and  covers  progress 
through  February  15,  1993. 

Current  Status 

A  100  percent  Program  of  Requirements  was  submitted  to  FDA  and 
NIH  by  the  contractor,  AEPA,  on  October  9,  1990. 

The  design  contract  was  awarded  to  the  Kling/Linquist 
Partnership,  Philadelphia,  Pennsylvania  on  February  6,  1991.   The 
A/E  commenced  interviews  with  FDA  program  staff  on  the  same  day. 

On  March  4,  1991,  the  A/E  submitted  a  statement  of  criteria  and 
basis  of  design,  along  with  revised  concept  floor  plans  for  the 
new  building.   On  April  4,  1991,  the  A/E  presented  a  schematic 
drawing  submission  on  massing  model.   The  building's  facade 
treatment  was  approved  on  April  5,  1991. 

Both  building  design  and  construction  is  being  done  in  two 
phases:   (1)  site  preparation,  foundation  work  and  building  shell 
including  structural  framing,  floor  slabs,  etc.,  and  (2) 
electrical  and  plumbing  systems,  equipment  installation, 
architectural  finishes,  etc. 

Design  of  the  Phase  I  portion  of  the  building  was  completed  on 
July  26,  1991.   Procurement  of  construction  for  this  part  of  the 
building  commenced  on  the  same  day.   A  contract  for  Phase  I 
construction  was  awarded  to  the  Donohoe  Construction  Co. ,  Inc.  on 
January  10,  1992.   A  small  informal  ground  breaking  ceremony  was 
held  at  the  site  on  January  23,  1992.   Actual  construction 
commenced  on  January  27,  1992.   Phase  I  construction  is  expected 
to  be  complete  by  April  30,  1993. 

Design  of  the  Phase  II  portion  of  the  work  was  completed  by 
October  31,  1992.   Construction  of  Phase  II  work  is  expected  to 
begin  June  30,  1993  and  be  complete  by  mid  1994.   Occupancy  of 
the  new  building  should  take  place  on  or  about  August  1,  1994,  if 
not  earlier. 


63 


MODULE  1  BUILDING 


Mr.  DuRBiN.  We  have  had  many  discussions  over  the  years  about 
the  Module  I  building  located  in  Beltsville.  When  did  you  first  get 
FDA  employees  moved  into  that  building? 

Dr.  Kessler.  FDA  employees  began  to  move  in  the  Module  1  fa- 
cility in  late  September,  1990.  The  building  has  been  fully  occupied 
since  mid-1991. 

FEDERAL  BUILDING  8 

Mr.  DuRBiN.  Is  there  any  animal-based  research  still  going  on  in 
Federal  Building  8? 

Dr.  Kessler.  All  animal-based  research  at  Federal  Building  8 
was  phased  out  by  early  1992  as  on-going  protocols  were  completed 
and  new  studies  were  begun  at  Module  1. 

FDA  RESOURCES 

Mr  DuRBiN.  For  the  record,  please  provide  us  an  object  class 
table  for  all  FDA  resources  for  fiscal  years  1991,  1992,  and  1993. 
Dr.  Kessler.  I  will  be  happy  to  provide  the  table  for  the  record. 
[The  information  follows:] 
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OBLI6ATIOHS  BY  OBJECT  CLASS 

(in  thousands  of  dollars) 


Personnel  Compensation: 

Total  Personnel  Compensation 

Personnel  Benefits 

Benefits  for  former  personnel 

Total  Personnel,  Compensation 
and  Benefits 

Other  Object: 

Travel  and  transportation 

of  persons 

Transportation  of  things 

GSA  Rental  Payments 

Rental  payments  to  others 

Communications,  utilities  and 

miscellaneous  charges 

Printing  and  reproduction 

Other  services 

Supplies  and  materials 

Equipment 

Lands  and  structures 

Investments  and  loans 

Grants,  subsidies  and 

contributions 

Insurance  claims,  and 

indemnities 

Total,  Other  Objects 

Total  Direct,  Obligations 

*  1991  Actuals  includes   $13,277,000  for  Buildings  and 
Facilities,  (B&F) . 

*  1992  Actuals  includes  CRADAs  of  $143,000;  Contingency  Fund 
of  $351,000  and  B&F, of  $10,321. 

*  1993  Est.  includes  CRADAs  of  $331,000;  Contingency  carryover 
of  $3,682,000  and  B&F  with  an  appropriation  of  $8,350,000 
and  a  carryover  of  $29,599,999. 


1991 

1992 

1993 

Actual 

Actual 

Est. 

344,079 

390,408 

412,860 

67,902 

79,655 

84,233 

17 

4 

4 

411,985 

470,080 

497,097 

15,975 

19,847 

20,460 

1,757 

1,524 

1,544 

25,612 

25,612 

25,612 

3,327 

4,342 

4,636 

16,324 

23,858 

24,575 

3,067 

3,516 

3,339 

122,364 

125,338 

138,768 

21,282 

21,619 

20,682 

49,261 

42,783 

43,711 

7,014 
-4 

8,024 

19,000 

14,106 

14,403 

12,847 

1.249 

1,378 

1.338 

281,334 

350,339 

316,512 

693,319 

762,324 

813,609 
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DISTRIBUTION  OF  RESOURCES 


Mr.  DuRBiN.  For  the  record,  please  update  the  tables  showing  the 
distribution  of  resources  that  appears  on  pages  23  and  24  of  last 
year's  hearing  record  so  that  we  can  see  what  the  actual  expendi- 
tures and  FTE  levels  were  during  fiscal  year  1992  and  better  pro- 
jections for  fiscal  year  1993. 

Dr.  Kessler.  I  will  be  happy  to  provide  that  information  for  the 
record. 

[The  information  follows:] 
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DISTRIBUTION  OF  RESOURCES 


1991  1992  1993  1/ 

$000  FTE  $000  FTE  $000   FTE 
Foods 

Foodborne  Biological  Hazards $  65,697  1,023  $  71,553  1,042  $  72,489  1,089 

Molecular  Biology  and  Natural 

Toxins:  Foods  and  Cosmetics 13,499  170  16,951  214  17,173  172 

Pesticides  and  Chemical 

Contaminants 33,738  516  35,455  525  35,919  533 

Diet/Toxicity  Interaction 8,003  94  5,646  68  5,720  94 

Postmarket  Surveillance  and 

Epidemiology:  Foods  and  Cosmetics   1,894  23  2,411  24  2,443  23 
Technical  Assistance:  Foods  and 

Cosmetics 14,930  208  19,315  266  19,568  210 

Food  and  Color  Additive  Petition 

Review  and  Policy  Development....   17,007  223  19,434  225  19,688  223 
Risk  Assessment  Research  and 

Policy  Development:  Foods  and 

Cosmetics 6,460  64  6,521  79  6,606  64 

Food  Composition,  Standards, 

Labeling,  and  Economics 18,458  248  24,373  288  24,692  259 

Cosmetics  and  Color  Technology....    5,213  68  4, 645  62  4, 706  68 

TOTAL,  FCXIDS $183,899  2,637  $206,304  2,793  $209,004  2,735 

Human  Drugs 

New  Drug  Evaluation $  502,643   701  $  47,165  716  $  60,381  724 

Orphan  Drugs 10,112  16  10,811  19  12,000  16 

Generic  Drug  Evaluation 29,324  355  41,670  426  42,724  426 

Over-the-counter  Drug  Evaluation..    5,877  69  6,386  81  6,548  71 

Biopharmaceutics 7,261  88  7,532  83  7,722  92 

Drug  Quality  Assurance 50,125  737  49,048  734  50,288  760 

Bioresearch  Monitoring 10,067  141  10,669  151  10,939  146 

Health  Fraud 3,300  46  4,591  64  4,707  55 

Postmarketing  Surveillance  and 

Epidemiology 7,168  82  5,945  74  6,095  84 

Prescription  Drug  Advertising 

and  Labeling 2.525  28  3,954  45  4.054  28 

TOTAL,  HUMAN  DRUGS $176,402  2,263  $198,538  2,390  $205,458  2,402 

Biologies 

Blood  and  Blood  Products $43,077  459  $45,812  474  S  47,704  510 

Viral  Products 23,641  213  26,384  248  27,474  242 

Bacterial  and  Allergenic  Products.   14,208  129  15,598  147  16,242  147 

Bioresearch  Monitoring 2. 160  23  2.737  29  2.850  25 

TOTAL,  BIOLOGICS $83,086  824  $90,531  898  $  94,270  924 
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1991  1992  1993  1/ 

SOOO    FTE  $000    FTE  $000   FTE 
Animal  Drugs  and  Feeds 

Pre-Approval  Evaluation $16,115    207  $17,437    223  $  17,898    216 

Monitoring  of  Marketed  Drugs 

and  Feeds 19.141    276  21.563    283  22.134    277 

TOTAL,  ANIMAL  DRUGS  AND  FEEDS  $35,256    483  $39,000    506  $  40,032    493 

Devices  &  Rad.  Products 

Surveillance  &  Enforcement $49,888   732  $57,480   812  $  59,269   780 

Product  Evaluation 30,482   415  32,921   449  36,945   427 

Education  and  Assistance 12,946   178  13,631    186  14,055   178 

Risk  Assessment 11,462    157  12.699    157  13.094   157 

TOTAL,  DEV.  &  RAD. PRODUCTS . $104, 778  1,482  $116,731  1,604  $123,363  1,542 

National  Center  for  Toxicological 

Research $31,407    230  $31,097    239  $32,458    238 

Program  Management 39,602    348  43,696   362  44,450   360 

GSA  Rent 25,612   25,612   25,612   

Buildings  and  Facilities 13.277   10.321   8.350   

TOTAL $693,319  8,267  $761,830  8,792  $782,997  8,694 

1/   1993  Estimate  Includes  a  $3,000,000  Supplemental  in  Devices  for  Mammography 
Quality.  The  $3,000,000  is  being  reappropriated  from  HICVA,  NIH  and  CDC). 
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BIOTECHNOLOGY  RESOURCES 


Mr.  DuRBiN.  Last  year,  you  projected  spending  approximately 
$68  million  on  biotechnology  work.  What  did  you  actually  spend  in 
1992  and  what  do  you  think  your  expenses  for  this  activity  will  be 
for  fiscal  year  1993? 

Dr.  Kessler.  During  FY  1992,  FDA  spent  approximately  $62.5 
million  on  biotechnol(^y  activities,  including  application  review, 
applied  research,  and  industry  education  and  scientific  liason  ef- 
forts. We  conservatively  project  FY  1993  spending  in  this  area  to  be 
$64  to  $65  million. 

DRUG  APPLICATIONS 

Mr.  DuRBiN.  For  the  record,  would  you  please  update  the  table 
that  appears  on  page  27  of  last  year's  hearing  which  shows  the 
summary  of  drug  applications  and  the  workload  for  each? 

Dr.  Kessler.  I  would  be  pleased  to  submit  that  information  for 
the  record.  These  data  represent  our  latest  estimates  of  anticipated 
workloads. 

[The  information  follows:] 
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DRUG  APPLICATION  SUMMARY 

Fiscal  Year 


1989    1990    1991    1992    1993 

NDs: 

Number  received  1,337   1,473   1,963   2,452   2,500 

Reviews/action  2,244   2,378   3,609   3,707   3,800 

Number  active-end  of 

year  9,500   9,506   9,958  10,261  10,300 

NDAs: 

Applications  received 

Total  actions 

Number  awaiting  action  over 

180  days  -  end  of  year 

Total  number  approved 

Time  from  receipt  to 

approval  (mean)  (29.9)  (31.7)  (29.2)  (30. 0)  (25-30) 

NDA  Supplements: 

Originals  and  amendments 
received  3,151   3,625   3,030   2,954   3,000 

Total  actions  2,427   2,085   2,221   2,291   2,300 

Number  awaiting  action 

-  end  of  year  1,899   2,476   2,716   2,627   2,550 

Supplements  approved  1,457   1,279   1,570   1,415   1,425 

ANDAs : 

Original  ANDA/AADA 

received  796     352     300     339     345 

Resubs,  amendments,  supple- 
ments, reports,  corresp.*     21,000  15,600  12,500   6,120   6,200 
Review 
original  form  6s  206    112     **     **     ** 

Resubs,  amendments,  supple- 
ments, reports,  corresp.*     5,200   1,570 


**      **      ** 


Total  number  ANDA/AADA  appr.      364      73     145     239     245 

Median  review  time  from  20.5    26.4    33      34.5    30 

receipt  to  approval  (months) 
includes  time  application 
is  with  applicant 

*As  of  FY  1989,  "resubmission"  had  the  same  meaning  as 
"amendment"  for  purposes  of  this  table.   Figures  shown  do  not 
reflect  numbers  for  correspondence  which  are  no  longer  tabulated. 

♦♦Information  cannot  be  supplied  for  this  category  in  FYs  1991, 
1992  and  1993  because  ANDAs  and  AADAs  are  no  longer 
differentiated  in  the  data  collected. 
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DRUG  APPUCATION  APPROVAL  PROCESS 

Mr.  DuRBiN.  Please  provide  a  ten-year  table  showing  the  average 
time  for  a  NDA  approval  process  and  for  new  molecular  entities. 

Dr.  Kessler.  I  would  be  happy  to  provide  the  tables  for  the 
record. 

[The  information  follows:] 
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1986 
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1988 
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1989 
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25.9 

87 

1990 

30.0 

25.2 

64 

1991 

28.5 

23.4 
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1992 

26.3 

20.0 
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MEAN  AND  MEDIAN  APPROVAL  TIMES  (IN  MONTHS)  FOR  NDA's 


Calendar  Total  Number    Number  of    Total  "non-5C" 

Year   Mean   Median   of  Approvals   "5C"  Approvals   Approvals 

59  57 

53  41 

75  67 

35  65 

37  61 

16  52 

25  42 

19  68 

2  62 

10  53 

21  70 

♦Beginning  in  1992,  FDA  began  using  new  designations.  "5C" 
(already  marketed,  "me-too")  is  now  5S  ("S"  means  standard  review, 
substantially  equivalent) .  The  other  designations  is  "P"  for 
priority  review,  therapeutic  gain.   P,  S  have  replaced  A,  B,  C. 

New  Molecular  Entities  ("Is)  Mean  and 
Median  Approval  Times  (in  months) 

Calendar  Year       Mean        Median        Number  of  Approvals 

1982  28.8  21.2  28 

1983  28.5  26.9  14 

1984  39.1  31.1  22 

1985  31.9  29.8  30 

1986  34.1  32.9  20 

1987  32.3  29.9  21 

1988  31.3  27.2  20 

1989  32.5  29.3  23 

1990  27.7  24.3  23 

1991  30.3  22.1  30 

1992  28.5  22.6  26 
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AVERAGE  REVIEW  TIME  FOR  ANDAS 

Mr.  DuRBiN.  Also  provide  a  table  for  the  average  review  time  for 
ANDAs  since  fiscal  year  1986. 

Dr.  Kessler.  I  would  be  pleased  to  provide  that  information  for 
the  record. 

[The  information  follows:] 

Median  Approval  Time 

Fiscal  year:  Months 

1986 12 

1987 13 

1989 17 

1990 23 

1991 33 

1992 34.5 

Note:  The  approval  time  is  determined  firom  the  date  of  receipt  to  the  date  of  approval  and 
takes  into  account  the  time  the  application  is  with  the  applicant/sponsor,  which  is  approximate- 
ly 18  percent  of  the  total  time  to  approval.  Median  review  time  is  actually  a  better  measure  of 
FDA  activity.  Review  time  is  defined  as  time  from  receipt  until  FDA's  action.  As  of  January 
1993,  median  review  time  for  the  first  cycle  was  under  5  months.  Approval  time  is  a  function  of 
review  time,  number  of  review  cycles,  and  time  the  {^>plication  is  with  the  applicant/sponsor. 

Mr.  DuRBiN.  Last  year  we  noted  that  the  table  provided  for 
ANDA  review  times  was  fairly  consistent  from  1986  to  1989  and 
that  it  significantly  increased  from  1989  to  1991.  Can  you  describe 
for  us  what  caused  this  increase  in  review  times? 

Dr.  Kessler.  As  a  result  of  the  irr^ularities  discovered  in  1989, 
FDA  and  others  b^an  to  focus  on  making  major  improvements  in 
the  generic  drug  approval  process,  includmg  reoi^anization  of  the 
Office  of  Generic  Drugs,  changes  in  policies  and  procedures  for 
review  of  appUcations  and  an  emphasis  on  application  quality  and 
integrity.  This  focus  on  process  issues  led  to  the  second  outcome,  an 
initial  decline  in  productivity,  which  led  to  a  drop  in  approvals  and 
the  creation  of  a  large  bacld(^  of  pending  applications.  Additional 
management  initiatives  were  required  to  bring  productivity  to  ac- 
ceptable levels  and  to  eliminate  the  large  backlog  of  unreviewed 
applications.  As  a  result  of  these  initiatives,  review  times  and  back- 
logs have  decreased  substantially  to  levels  which  are  comparable  to 
those  before  the  crisis.  For  example,  the  median  review  time — time 
from  receipt  of  an  application  to  issuance  of  the  first  action 
letter — has  decreased  from  over  12  months  in  1990  to  under  five 
months  in  1993. 

ORPHAN  DRUG  PRODUCTS 

Mr.  DuRBiN.  Please  provide  for  the  record  an  object  class  table  of 
your  expenditures  in  the  orphan  drug  product  area  for  fiscal  year 
1991,  1992,  and  1993. 

Dr.  Kessler.  I  will  be  happy  to  provide  this  information  for  the 
record. 

[The  information  follows:] 
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ORPHAN  PRODUCT  EXPENDITURES  1991-1993 

[Doll3rs  in  thousands] 


1991  1992 

actual        actual 


1993  est 


Personnel  Comp.  &  benefits $1,818  $1,845  $2,411 

Travel  and  transportation 35  40  37 

Other  services 142  173  207 

Supplies  and  materials 168  170  200 

Grants 8,770  9,145  9,145 

Total 10,933  11,373  12,000 

Mr.  DuRBiN.  Please  provide  a  list  of  all  products  approved  as 
part  of  the  Orphan  Drug  Product  Authorities. 
Dr.  Kessler.  I  would  be  pleased  to  do  so. 
[The  information  follows:] 
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APPROVED  ORPHAN  PRODUCTS 
January  1983  to  February  1993 


NAME 

Generic  Name 
PREVALENCE 

TN=  Trade  Name 


INDICATION  DESIGNATED 


SPONSOR  &  ADDRESS 
DO  =  Date  Designated 

tMA  =  Marketing  Approval 


ALDESLEUKIN 
Tll=  PROLEUKIN 


TREATICHT  OF  METASTATIC  RENAL  CELL  CARCINCMA. 


CHIRON  CORPORATION 
4560  NORTON  STREET 
EMERYVILLE  CA  94608-2916 
DO  09/U/88  MA  05/05/92 


75000 


ALGLUCERASE  INJECTION 
IN-  CEREDASE 


REPLACEMENT  THEMPT  IN  PATIENTS  UITM 
GAUCHER'S  DISEASE  TYPE  I. 


GENZYME  CORPORATION 
ONE  KENDALL  SQUARE 
CAMBRIDGE  HA  02139 
DD  03/11/85  HA  OA/05/91 


ALPHA-1-PROTEINASE  INHIBITOR 
TN=  PROLASTIN 


REPLACEKIfT  THERAPY  IN  THE  ALPHA- 1 -PROTEINASE 
INHIBITOR  CONGENITAL  DEFICIENCY  STATE. 


CUTTER  BIOLOGICAL 
P.O.  BOX  1986 
BERKELEY  CA  94701 
DO  12/07/S4  HA  12/02/87 


ALTRETAHINE 
TN=  HEXALEN 


TREATMENT  OF  ADVANCED  ADENOCARCINOMA  OF  THE 
OVARY. 


U.S.  BIOSCIENCE,  INC. 
100  FRONT  STREET 
WEST  CONSHOHOCKEN  PA  19428 
DD  02/09/84  HA  12/26/90 


ANTIHEHOPHILIC  FACTOR 

(RECOMBINANT) 

TN:  KOGENATE 


PROPHYLAXIS  AND  TREATMENT  OF  BLEEDING  IN 
INDIVIDUALS  WITH  HEHOPHILIA  A  OR  FOR 
PROPHYLAXIS  WHEN  SURGERY  IS  REQUIRED  IN 
IIDIVIDUALS  WITH  HEMOPHILIA  A. 


HILES,  INC. 

4TH  t   PARKER  STREETS 

BERKELEY  CA  94701 

DO  09/25/89  HA  02/25/93 


ANTITHROMBIN  III  (HUMAN) 
TN-  THROHBATE  III 
(SHARING  EXCLUSIVITY) 


REPLACBCNT  THERAPY  IN  CONGENITAL  DEFICIENCY 
OF  AT-III  FOR  PREVENTION  AND  TREATMENT  OF 
THROMBOSIS  AND  PULMONARY  EMBOLI. 


HILES,  INC. 

P.O.  BOX  1986 

BERKELEY  CA  94701 

DO  11/26/84  HA  12/30/91 


24000 


ANTITHROMBIN  III  HUMAN 
TN=  ATnativ 


FOR  THE  TREATMENT  OF  PATIENTS  WITH  HEREDITARY 
ANTITHROmiN  III  DEFICIENCY  IN  CONNECTION 
WITH  SURGICAL  OR  OBSTETRICAL  PROCEDURES  OR 
WHEN  THEY  SUFFER  FROM  THRGHBOEMBOLISH. 


KABIVIIRUH.  IHC. 

P.O.  BOX  430 

DANVILLE  CA  94526 

00  02/08/85  HA  12/13/89 


2S00 


ATOVAQUOHE 
IN=  HEPRON 


TREATMENT  OF  AIDS  ASSOCIATED  PNEUMOCYSTIS 
CARINII  PNEUMONIA  (PCP). 


BURROUGHS  WELLCOME  COMPANY 
3030  CORNWALL  IS  ROAD 
RESEARCH  TRIANGLE  PK  NC  27709 
00  09/10/90  MA  11/25/92 


45000 


BACLOFEN 

TN=  LIORESAL  INTRATHECAL 


BENZOATE  AND  PHENYLACETATE 
TN=  UCEPHAN 


BERACTANT 

TH=  SURVANTA  INTRATRACHEAL 

SUSPENSION 


TREATMENT  OF  INTRACTABLE  SPASTICITY  CAUSED  BY 
SPINAL  CORD  INJURY,  MULTIPLE  SCLEROSIS,  AND 
OTHER  SPINAL  DISEASES  (INCLUDING  SPINAL 
ISCHEMIA,  SPINAL  TUMOR.  TRANSVERSE  HYELITIS. 
CERVICAL  SPONDYLOSIS,  AND  DEGENERATIVE 
MYELOPATHY). 

ADJUNCTIVE  THERAPY  IN  THE  PREVENTION  AND 
TREATICHT  OF  HYPERAWUNEHIA  IN  PATIENTS  WITH 
UREA  CYCLE  ENZYMOPATHY  (UCE)  DUE  TO 
CARBAMYLPHOSPHATE  SYNTHETASE,  ORNITHINE, 
TRANSCARBAMYLASE,  OR  ARGINOSUCCINATE 
SYNTHETASE  DEFICIENCY. 

TREATMENT  OF  NEONATAL  RESPIRATORY  DISTRESS 
SYNDROME  (RDS). 


MEDTRONIC,  INC. 

7000  CENTRAL  AVE  N.E. 

MINNEAPOLIS  HN  55432 

DO  11/10/87  HA  06/25/92 


KENDALL  HcGAU  LAB0I!AT0RIES 

P.O.  BOX  25080 

SANTA  ANA  CA  92799 

00  01/21/86  HA  12/23/87 


ROSS  LABORATORIES 

625  CLEVELAND  AVENUE 

COLUMBUS  OH  43215 

DO  02/05/86  HA  07/01/91 


50000 
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NAME 

Generic  Name 
PREVALENCE 

TN=  Trade  Name 


INDICATION  DESIGNATED 


SPONSOR  &  ADDRESS 

DD  =  Date  Designated 

MA  =  Marketing  Approval 


MBACTAMT  PREVENTION  OF  NEOtlATAL  RESPIMTOSY  DISTRESS 

TN=  SURVAMT*  INTRATRACHEAL     SYNDROM  (RDS). 

SUSPENSION 


ROSS  LABORATORIES 

6ZS  CLEVELAND  AVENLJE 

COLUMBUS  OH  43215 

00  02/05/86  HA  07/01/91 


BOTULINUM  TOXIN  TTPE  A 
TN:  OCULINUM 


TREATMENT  OF  BLEPHAROSPASM  ASSOCIATED  WITH 
DTSTONIA  IN  ADULTS  (PATIENTS  12  TEARS  OF  ACE 
AND  ABOVE). 


ALLERCAN,  INC. 
2525  OUPONT  DRIVE 
IRVINE  CA  92713-953* 
00  03/22/84  MA  12/29/89 


1S0O 


BOTULINUM  TOXIN  TTPE  A 
TN=  OCULINUM 


TREATMENT  OF  STRABISMUS  ASSOCIATED  UlTH 
DYSTONIA  IN  ADULTS  (PATIENTS  12  TEARS  OF  AGE 
AND  ABOVE). 


ALLERCAN,  INC. 
2525  DUPONT  DRIVE 
IRVINE  CA  92713-9534 
DO  03/22/84  MA  12/29/89 


14700 


CALCITONIN-HUMAN  FOR  INJECTIOM  TREATMENT  OF  SYMPTOMATIC  PAGET'S  DISEASE  OF 
TN=  CIBACALCIN  BONE  (OSTEITIS  DEFORMANS) 


CIBA-GEIGY  CORPORATION 

556  MORRIS  AVE 

SUM1IT  NJ  07901 

DO  01/20/87  MA  10/31/86 


CALCIUM  ACETATE 
TN:  PHOS-LO 


TREATMENT  OF  HYPERPHOSPHOTEMIA  IN  END  STAGE 
RENAL  FAILURE. 


BRAINTREE  LABORATORIES 

60  COLUMBIAN  STREET  PO  BOX  361 

BRAINTREE  MA  02184 

DO  12/22/88  MA  12/10/90 


CMEIiaOIOI. 
TM:  CHEN IX 
(EXaUSiVITT  EXPIRED) 


CITRIC  ACID, 

GIUCONO-OELTA-LACTONE  AND 
MAGNESIUM  CARBONATE 
TN=  RENACIOIN  IRRIGATION 


FOR  PATIENTS  WITH  RAOIOLUCENT  STONES  IN  tCLL 
OPACIFYING  GALLBLADDERS,  IN  WHOM  ELECTIVE 
SURGERY  WOULD  BE  UNDERTAKEN  EXCEPT  FOR  THE 
PRESENa  OF  INCREASED  SURGICAL  RISK  DUE  TO 
SYSTEMIC  DISEASE  OR  AGE. 

TREATICNT  OF  RENAL  AND  BLADDER  CALCULI  OF  THE 
APATITE  OR  STRUVITE  VARIETY. 


REID-ROUELL,  INC. 

901  SAWYER  ROAD 

MARIETTA  GA  30062 

DO  09/21/84  MA  07/28/S3 


UN  I  TED -GUARD  I  AN,  INC. 
P.O.  BOX  2500 
SMITHTOUN  NY  11787 
DO  08/28/89  MA  10/02/90 


150000 


72000 


CLAORIBINE 
TN*  LEUSTATIN 


TREATMHT  Of  HAIRY  CELL  LEUKEMIA. 


R.U. JOHNSON  RESEARCH  INSTITUTE 
ROUTE  202,  PO  BOX  300 
RARITAN  NJ  08869-0602 
00  11/1S/90  MA  02/26/93 


33000 


C10FA2IMIIE 
TM  LAW>REHE 


TREATMENT  OF   lEPtOHATOUS   LEPROSY,    INCLUDING 
DAPSOHE-RESISTAIT   LEPRCMATCliS  LEPROSY  AW 
LEPROMATOUS  LEPROSY  COMPLICATED  BY  ERYTHEMA 
■OOOSUM  LEPtOSUI. 


CIBA-GEIGY   CORPORATION 

556  MORRIS  AVE 

sum  7   NJ  07901 

00  06/11/84  NA  12/15/86 


COAGULATION  FACTOR 
Tl>  NaHOHINE 


REPLACEMENT  TREATMENT  AND  PROPHYLAXIS  OF  THE 
HEMORRHAGIC  COMPIICATIOHS  Of  HEROI>HILIA  B. 


ARMOUR  PHARMACEUTICAL  COWANY 
500  ARCOLA  ROAD,  P.O.  SOX  1200 
COlLEGEVIllE  PA  19426-0107 
DO  06/27/89  MA  08/20/92 


COASUUTIOH  FACTOR  IX  ( 
Tlf  AlPHAIIIE 


)  FOR  USE  AS  REPUOMCNT  THERAPY  IN  PATIENTS 
WITH  HEMOPHILIA  B  FOR  THE  PREVENTION  AND 
OMTROt.  Of  BLEEDING  EPISODES,  AND  DURING 
SURGERY  TO  CORRECT  DEFECTIVE  HENOSIASIS. 


ALPHA  THERAPEUTIC  CORPORATION 

555  VALLEY  IIVD 

lOS  ANGELES  CA  90032 

00  07/05/90  MA  12/31/90 
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NAME 

Generic  Name 
PREVALENCE 

TN  =  Trade  Name 


MDICATION  DESIGNAIH) 


SPONSOR  &  ADDRESS 
DD^Dote  Designated 

MA  =  Marketing  Approval 


COLFOSCEDIL  PALNITATE 
Ml'   EXOSURF  NEONATAL  FOR 
INTRATRACHEAL  SUSPENSION 


PREVENTION  OF  HTALINE  MEMBRANE  DISEASE  (KM)), 
ALSO  OKjm   AS  RESPIRATORT  DISTRESS  SYNDROME 
(RDS),  IN  INFANTS  BORN  AT  32  WEEKS  GESTATION 
OR  LESS 


BURROUGHS  UELLCOME  COMPAHT 
3030  CORNWALL  IS  ROAD 
RESEARCH  TRIANGLE  PK  NC  27709 
00  10/20/89  MA  08/02/90 


COIFOSCERIL  PALMITATE 
TN-  EXOSURF  NEONATAL  FOR 
INTRATRACHEAL  SUSPENSION 


TREATMENT  OF  ESTABLISHED  HYALINE 
DISEASE  (WO)  AT  ALL  GESTATIONAL  AGES 


BURROUGHS  UELLCOME  COMPANY 
3030  CORNWALL  IS  ROAD 
RESEARCH  TRIANGLE  PK  NC  27709 
00  10/20/89  MA  08/02/90 


75000 


CROMOLYN  SODIUM 
TN:  GASTROCROM 


TREATMEm  OF  MASTOCYTOSIS. 


FISOMS  CORPORATION 

7SS  JEFFERSON  RO.,  PO  BOX  1710 

ROCHESTER  NY  14603 

DO  03/08/8«  MA  12/22/89 


CROMOLYN  SODIUM  4X  OPHTHALMIC 

SOLUTION 

TN:  OPTICROM  4X  OPHTHALMIC 

SOLUTION 

(EXCLUSIVITY  EXPIRED) 


TREATICNT  OF  VERNAL  KERATOCONJUNCTIVITIS 
(VKC). 


FISONS  CORPORATION 

7S5  JEFFERSON  RO.,  PO  BOX  1710 

ROCHESTER  NY  14603 

00  07/24/85  MA  10/03/84 


CYTOMEGALOVIRUS  IMUNE 

GLOBULIN  (HUMAN) 

TN= 


DIGOXIN  IMMUNE  FAB  (OVINE) 
TN:  DIGIBIND 


PREVENTION  OR  ATTENUATION  OF  PRIMARY 
CYTOMEGALCNIRUS  DISEASE  IN  IWUNOSUPPRESSEO 
RECIPIENTS  OF  ORGAN  TRANSPUUITS. 


TREATMENT  OF  POTENTIALLY  LIFE  THREATENING 
DIGITALIS  INTOdCATION  IN  PATIENTS  WHO  ARE 
REFRACTOtY  TO  MANAGEMENT  IT  CONVEHTIOHAL 
THERAPY. 


MASS  PUB  HEALTH  BIO  LABS 
305  SOUTH  STREET 
BOSTON  MA  02130 
DO  08/03/87  MA  04/17/90 

BURROUGHS  WELLCOW  COMPANY 
3030  CORNWALL  IS  ROAD 
RESEARCH  TRIANGLE  PK  NC  27709 
DO  11/01/84  MA  03/21/86 


DRONABINOL 
TN:  MARINOl 


FOR  THE  STINIUTION  OF  APETITE  IN  PATIENTS 
WITH  A  COHFIRICD  DIAGNOSIS  OF  ACOUIRED 
liaWMODEFICIENCY  SYNDROM  (AIDS). 


UNIMED.  INC. 

2150  EAST  LAKE  COOK  ROAD 
BUFFALO  GROVE  IL  60089 
DD  01/15/91   MA  12/22/92 


95000 


EFLORNITHINE  NCL 
TN'  ORNIDYL 


TREATMENT  OF  TRYPANOSOMA  BRUCE  I  GAMBIENSE 
INFECTION  (SLEEPING  SICKNESS). 


MARION  MERRELL  DOU,  INC. 
PO  BOX  9707,  MARION  PARK  DRIVE 
KANSAS  CITY  MO  64134-0707 
DD  04/23/86  MA  11/28/90 


EPOETIN  ALFA 
TN'  EPOGEN 


TREATMENT  OF  AHBIIA  ASSOCIATED  UITN  END  STAGE 
RENAL  DISEAS£(ES«D). 


AHGEN,  INC. 

1840  DEHAVILLAND  DRIVE 
THOUSAND  OAKS  CA  91320-1789 
00  04/10/86  MA  06/01/89 


EPOETIN  ALFA 
TN'  EPOSEN 


TREATICNT  OF  AMBIIA  ASSOCIATED  WITH  HIV 
INFECTION  OR  HIV  TREATICNT. 


AMGEN,  INC. 

1840  DEHAVILLAND  DRIVE 
THOUSAND  OAKS  CA  91320-1789 
DO  07/01/91  MA  12/31/90 


ETHANOUMINE  OlEATE 
TH'  ETHAMOIIN 


TREATMENT  OF  PATIENTS  WITH  ESOPHAGEAL  VARICES 
THAT  HAVE  RECENTLY  SLED,  TO  PtEKNT 
tEBlODIK. 


BLOCK  DRUG  COMPANY,  INC. 
257  CORNEL  I  SON  AVENUE 
JERSEY  CiTY  HJ  07302 
DO  03/22/84  MA  12/12/88 


17100 


77 


Page  4 


NAME 

Genaric  Nama 
PREVALENCE 

TN=  Trade  Name 


MDICAT10N  DESIGNATED 


SPONSOR  &  ADDRESS 

DO  =  Date  Designated 

MA  =  Marketing  Approval 


ETIMONATE  DISCOIUM 
Tll=  DIORONEL 


TREATMENT  OF  HTPERCALCEMU  OF  *  MXIIGNAIICT 
INWEOUATELT  HANAGED  BY  DIETART  MOOIFICATION 
AM>/0«  ORAL  HTDRATION. 


MGI  PHARMA,  INC. 
9900  BREN  ROAD  EAST,  SUITEJOOE 
MINNEAPOLIS  MN  55J43-9667 
00  03/21/86  MA  04/21/87 


FLIOARABINE  PHOSPHATE 
TN:  FLUOARA 


TREATMENT  OF  CHROMIC  LTMPHOCTTIC  LEUKEMIA 
(CLL),  INCLUDING  REFRACTORT  CLL. 


BERLEX  LABORATORIES,  INC. 
U01  HARBOR  BAT  PARUAT 
ALAMEDA  CA  94501-7070 
00  04/16/89  MA  04/18/91 


GALLIUM  NITRATE  INJECTION 
TN:  GANITE 


TREATMENT  OF  HTPERCALCEMU  OF  MALIGNANCY. 


FUJISAWA  PHARMACEUTICAL  CO. 
3  PARICWAY  NORTH 
DEERFIELO  IL  60015-2548 
DO  12/05/88  MA  01/17/91 


GONAOORELIN  ACETATE 
TN=  LUTREPULSE 


INDUCTION  OF  OVULATION  IN  UGHEN  UITH 
HYPOTHALAMIC  AMENORRHEA  DUE  TO  »  DEFICIENCY 
OR  ABSENCE  IN  THE  QUANTITY  OR  PULSE  PATTERN 
OF  ENDOGENOUS  GNRH  SECRETION. 


R.W. JOHNSON  RESEARCH  INSTITUTE 
ROUTE  202,  P.O.  BOX  300 
RARITAN  NJ  08869-0602 
DO  04/22/87  MA  10/10/89 


29O00 


HALOFANTRIHE 
TN:  HALFAN 


TREATMENT  OF  MILD  TO  MODERATE  ACUTE  MALARIA 
CAUSED  BY  SUSCEPTIBLE  STRAINS  OF  P. 
FALCIPARUM  AND  P.  VIVAX. 


SMITHKLINE  BEECHAM 
P.O.  BOX  1510 
KING  OF  PRUSSIA  PA  19406 
OD  11/04/91  MA  07/24/92 


HEMIN 

TN-  PANHEMATIN 

(EXCLUSIVITY  EXPIRED) 


HISTRELIN  ACETATE 

TN=  SUPPRELIN  INJECTION 


ANELORIATION  OF  RECURRENT  ATTACKS  OF  ACUTE 
INTERMITTENT  PORPHYRIA  (AlP)  TEMPORARILY 
RELATED  TO  THE  MENSTRUAL  CYCLE  IN  SUSCEPTIBLE 
WOMEN  AND  SIMILAR  SYMPTOMS  WHICH  OCCUR  IN 
OTHER  PATIENTS  WITH  AIP,  PORPHYRIA  VARIEGATA 
AND  HEREDITA  COPROPORPHYRIA 

TREATMENT  OF  CENTRAL  PRECOCIOUS  PUBERTY. 


ABBOTT  LABORATORIES 
DIAGNOSTICS  DIVISION 
ABBOTT  PARK  IL  60064 
DO  03/16/84  MA  07/20/83 


ROBERTS  PHARMACEUTICAL  CORP. 
6  INDUSTRIAL  WAY  WEST 
EATONTOWN  NJ  07724 
OD  08/10/88  MA  12/24/91 


IDARU8ICIN  HCL  FOR  INJECTION 
TN=  IDAMTCIN 


TREATMENT  OF  ACUTE  MYELOGENOUS  LEUKEMIA 
(AMD,  ALSO  REFERRED  TO  AS  ACUTE 
NONLYHPHOCYTIC  LEUKEMIA  (ANLL). 


ADRIA  LABORATORIES,  INC. 
P.O.  BOX  16529 
COLUMBUS  OH  43216-6529 
DD  07/25/88  MA  09/27/90 


IFOSFAMIDE 
TN-  IFEX 


IN  COMBINATION  WITH  CERTAIN  OTHER  APPROVED 
ANTINEOPLASTIC  AGENTS,  FOR  THIRD  LINE 
CHEMOTHERAPY  IN  THE  TREATMENT  OF  GERM  CELL 
TESTICULAR  CANCER. 


BRISTOL-MYERS  SOUIBB 
5  RESEARCH  PARKWAY 
WALLINGFORD  CT  06492-7660 
DD  01/20/87  MA  12/30/88 


INTERFERON  ALFA-2A 
(RECOMBINANT) 
TN=  ROFERON-A 


TREATMENT  OF  AIDS  RELATED  KAPOSI'S  SARCOMA. 


HOFFMANN-LA  ROCHE,  INC. 
340  KINGSLAHD  STREET 
NUTLET  NJ  07110 
DO  12/14/87  MA  11/21/88 


INTERFERON  ALFA-: 
(RECOMBINANT) 
TN:  INTRON  A 


TREATMENT  OF  AIDS-RELATED  KAPOSI'S  SARCOMA. 


SCHERING  CORPORATION 
2000  GALLOPING  HILL  ROAO 
KENILWORTH  NJ  07033 
DO  06/24/87  MA  11/21/88 
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INTERFERON  GAWU   l-B 
TN>  ACT  IN 


TREATICtfT  Of   CMKMIC  GaAaUUMATOUS  DISEASE. 


GEmTECH,    IRC. 
4«0  POUT  SAN  BRUNO  BOUIEVARO 
SOUTII  SAN   FRANCISCO  CA  94080 
00  09/30/88    HA  12/20/90 


300 


LEUCOVORIN 

TNs  LEUCOVORIN  CALCIUM 


FOR  USE  IN  COMBINATION  UITN  S-FLUOROURACIL 
FOR  THE  TREATIOT  OF  NETASTATIC  COLORECTAl. 
CANCER. 


LB>ERLE  LABORATORIES  DIVISION 

N.  NIOOLETOWN  RQAO 

PEARL  RIVER  NT  1096S 

DO  12/08/86  HA  12/12/91 


LEUCOVORIN 

TN=  LEUCOVORIN  CALCIUM 


FOR  RESCUE  USE  AFTER  NIGN  DOSE  NETNOTREXATE 
THERAPT  IN  TK  TREATMENT  OF  OSTEOSARCOMA 


LEOERLE  LABORATORIES  DIVISION 
AICRICAN  CTANAHIO  COWANT 
PEARL  RIVER  NT  1096S 
00  08/17/88  HA  08/31/88 


LEVOCARNITIHE 
TN=  VITA  CARN 


TREATMENT  OF  GENETIC  CARNITINE  DEFICIENCT. 


SIGMA-TAU  PHARMACEUTICALS,  INC. 
200  ORCHARD  RIDGE  DRIVE,  SUITE  300 
GAITHERSSURG  »  20878-1978 
DO  02/28/84  HA  04/10/86 


LEVOCARNITINE 
TH<  CARN I  TOR 
(EXCLUSIVITT  EXPIRED) 


TREATMENT  OF  PRIHAIT  CARNITINE  DEFICIENCT 
OF  GENETIC  ORIGIN. 


SIGHA-TAU  PHASPUCEUTICALS,  INC. 
20O  ORCHARD  RIDGE  DRIVE.  SUITE  300 
GAITHERSSURG  lO  20878-1978 
DO  07/26/84  MA  12/27/8S 
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LEVOCARNITIHe 
Til'  CMNITO* 


TREATMEir  Of  SCOMIAIT  CAMITIIIE  OfFICIEHCT 
Of  GEICTIC  OaiGIII. 


SIGMA-TAU  PHAKHACEUTICALS,    INC. 
200  OKCHWtO  HIDGE  DSIVE,    SUITE  VM 
GAITHESSSUSG  M)  20878- W78 
DO  07/26/84     m   12/16/92 


LIOTHTROIIINE   SODIUM   INJECTION     TREATICMT  Of  mXEDEMA  COMA/PBECCMA. 
TN:  TRIOSTAT 


SMITHKLINE  BEECHAM 
P.O.   BOX   1S10 
KING  OF  PRUSSIA  PA   19406 
DO  07/JO/90     MA  12/J1/91 


MEFLOOUINE   HCL 
TN:  LARIAM 


TREATMENT  Of  ACUTE  MALARIA  DUE   TO  PUSMOOIUI 
FAICIPARUM  AND  PUSMCOIUM  VIVAX. 


HOFFNANN-U  ROCHE,    INC. 
540  CINCSLAHO   STREET 
NUTLET  NJ  07110 
DD  04/13/88     MA  05/02/89 


HEFLOOUINE  HCL 

TN:  LARIAM 


PROPHYLAXIS  Of  PLASMODIUM  FALCIPARUM 
FALCIPARUM  MALARIA  UHICH  IS  RESISTANT  TO 
OTHER  AVAILABLE  DRUGS. 


HOFFMANN -LA  ROCHE,  INC. 
340  CINGSLANO  STREET 
NUTLET  NJ  07110 
00  04/13/88  MA  05/02/89 


150000 


MELPHALAN 

TH:  ALKERAN  FOR  INJECTION 


TREATICNT  Of  PATIENTS  WITH  MJLTIPLE  HTELCMA 
FOR  imCH  ORAL  THERAPY  IS  INAPPROPRIATE. 


BURROUGHS  WELLCXME  COMPANY 
3030  CQRNUALLIS  ROAD 
RESEARCH  TRIANGLE  PK  HC  27709 
DD  02/24/92  MA  11/18/92 


ME  SNA 

TH:  NESNEX 


FCC  USE  AS  A  PROPHYLACTIC  AGENT  IN  REDUCING 
THE  INCIDENCE  OF  IFOSFAMIDE- INDUCED 
HEMCRRHAGIC  CYSTITIS. 


OEGUSSA  CORPORATION 
65  CHALLENGER  ROAD 
RIOGEFIELO  PARK  NJ  07660 
DO  11/14/85  MA  12/30/88 


METHOTREXATE  SODIUM 
TN:  METHOTREXATE 


METRONIDAZOLE  (TOPICAL) 

TN:  METROGEL 


TREATMENT  OF  OSTEOGENIC  SARCOMA. 


TREATICMT  Of  ACNE  ROSACEA 


LEDERLE  LABORATORIES  DIVISION 
AMERICAN  CYANAMIDE  COMPANY 
PEARLE  RIVER  NY  10965 
DO  10/21/85  MA  04/07/88 

CURATEK  PHARMACEUTICALS 
1965  PRATT  BLVD. 
ELK  GROVE  VI  LUGE  IL  60007 
DO  10/22/87  HA  11/22/88 


136000 


MITOXANTRONE  HCL 
TN:  NOVANTRONE 


TREATMENT  OF  ACUTE  MYELOGENOUS  LEUKEMIA 
(AMI).  ALSO  REFERRED  TO  AS  ACUTE 
NONLYMPHOCYTIC  LEUKEMIA  (ANIL). 


LEOERLE  LABORATORIES  DIVISION 
AMERICAN  CYANAMIDE  COMPANY 
PEARL  RIVER  NY  10965 
DO  07/13/87  HA  12/23/87 


HONOOCTANOIN 
TN:  MOCTANIN 
(EXCLUSIVITY  EXPIRED) 


DISSOLUTION  OF  CHOLESTEROL  GALLSTONES 
RETAINED  IN  THE  CONUN  BILE  DUCT. 


ETHITEK  PHARMACEUTICALS,  INC. 
8100  NORTH  LAUNDALE  AVE. 
SKOKIE  IL  60076 
DD  05/30/84  MA  10/31/85 


MORPHINE  SUFLATE  CONCENTRATE 
(PRESERVATIVE  FREE) 
TN:  INFUMORPH 


FOR  USE  IN  MICROINFUSION  DEVICES  FOR 
INTRASPIIIAL  ADMINISTRATION  IN  THE  TREATMENT 
OF  INTRACTABLE  CHRONIC  PAIN. 


ELKINS-SINN,  INC. 
2  ESTERBROOK  LANE 
CHERRY  HILL  NJ  08003-4099 
DD  07/12/90  MA  07/19/91 


25000 


NAFARELIN  ACETATE 

TN:  STNAREL  NASAL  SOLUTION 

(UAIVED  EXCLUSIVITY) 


TREATICIIT  Of  CENTRAL  PRECOCIOUS  PUBERTY 


(r7-474      105 


SYNTEX  (USA),  INC. 
3401  HILLVIEU  AVENUE 
PALO  ALTO  CA  94303 
00  07/20/88  HA  02/26/92 


6000 
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NALTSEXONE  NCI 
TN=  TREXAN 
(EXCLUSIVITY  EXPIDED) 


BLOCKADE  OF  THE  PHARNACOLOGICAL  EFFECTS  OF 
EXOGENOUSLT  ADMINISTERED  OPIOIDS  AS  AN 
ADJUNCT  TO  THE  MAINTENANCE  OF  THE  OPIOID-FREE 
STATE  IN  DETOXIFIED  FORMERLY  OPIOID-DEPENDENT 
INDIVIDUALS. 


DU  PONT  PHARMACEUTICALS 
E.I.  du  PONT  de  NEMOURS  t  CO. 
WILMINGTON  DE  19880-0026 
DD  03/11/85  MA  11/30/84 


PEGADEMASE  BOVINE 
TN-  ADAGEN 


EN2YME  REPLACEMENT  THERAPY  FOR  ADA  DEFICIENCY 
IN  PATIENTS  WITH  SEVERE  COMBINED 
IMMUNODEFICIENCY  (SCID). 


ENZON,  INC. 
1.0   KINGSBRIDGE  ROAD 
PISCATAUAY  NJ  08854-3998 
DD  05/29/84  MA  03/21/90 


PENTAMIDINE  ISETHIONATE 
TN=  PENTAM  300 
(EXCLUSIVITY  EXPIRED) 


TREATMENT  OF  PNEUMOCYSTIS  CARINII  PNEUMONIA. 


FUJISAUA  PHARMACEUTICAL  CO. 
3  PARKWAY  NORTH 
DEERFIELD  IL  60015-2548 
DD  02/28/84  MA  10/16/84 


PENTAMIDINE  ISETHIONATE 
TN=  NEBUPENT 


PREVENTION  OF  PNEUMOCYSTIS  CARINII  PNEUMONIA 
IN  PATIENTS  AT  HIGH  RISK  Of   DEVELOPING  THIS 
DISEASE. 


FUJISAWA  PHARMACEUTICAL  CO. 
3  PARKWAY  NORTH 
DEERFIELD  IL  60015-2548 
DD  01/12/88  MA  06/15/89 


17000 


PENTASTARCH 
TN=  PENTASPAN 


ADJUNCT  IN  LEUKAPHERESIS  TO  IMPROVE  THE 
HARVESTING  AND  INCREASE  THE  YIELD  OF 
LEUKOCYTES  BY  CENTRIFUGAL  MEANS. 


DU  PONT  PHARMACEUTICALS 

E.I.  du  PONT  de  NEMOURS  i   CO. 

WILMINGTON  OE  19898 

DD  08/28/85  MA  05/19/87 


50000 


PENTOSTATIN  FOR  INJECTION 
TN=  N I  PENT 


TREATMENT  OF  HAIRY  CELL  LEUKEMIA. 


WARNER-LAMBERT  COMPANY 

2800  PLYMOUTH  RD.,  PO  BOX  1047 

ANN  ARBOR  HI  48106 

OD  09/10/87  MA  10/11/91 


POTASSIUM  CITRATE 
TN-  UROCIT-K 
(EXCLUSIVITY  EXPIRED) 


PREVENTION  OF  URIC  ACID  NEPHROLITHIASIS. 


UNIV.  OF  TEXAS  HEALTH  SCIENCES 
5323  HARRY  NINES  8LVD 
DALLAS  TX  75235 
DO  11/01/84  MA  08/30/85 


POTASSIUM  CITRATE 
TN=  UROCIT-K 
(EXCLUSIVITY  EXPIRED) 


PREVENTION  OF  CALCIUM  RENAL  STONES  IN 
PATIENTS  WITH  NYPOCITRATURIA. 


UNIV.  OF  TEXAS  HEALTH  SCIENCES 
5323  HARRY  NINES  BLVD 
DALLAS  TX  75235 
DD  09/16/85  MA  08/30/85 


POTASSIUM  CITRATE 
TN:  UROCIT  K 
(EXCLUSIVITY  EXPIRED) 


AVOIDANCE  OF  THE  COMPLICATION  OF  CALCIUM 
STONE  FORMATION  IN  PATIENTS  WITH  URIC 
LITHIASIS. 


UNIV.  OF  TEXAS  HEALTH  SCIENCES 
5323  HARRY  HINES  BLVD. 
DALLAS  TX  75235 
DD  05/29/84  MA  08/30/85 


17000 


RIFABUTIN 
TN°  MYCOBUTIN 


PREVENTION  OF  DISSEMINATED  MYCOBACTERIUM 
AVIUM  COMPLEX  (MAC)  DISEASE  IN  PATIENTS  WITH 
ADVANCED  HIV  INFECTION. 


AORIA  LABORATORIES,  INC. 
P.O.  BOX  16529 
COLUMBUS  OH  43216-6529 
DD  12/18/89  MA  12/23/92 


RIFAMPIN 

TN=  RIFADIN  I.V. 


ANTITUBERCULOSIS  TREATMENT  WHERE  USE  OF  THE 
ORAL  FORM  OF  THE  DRUG  IS  NOT  FEASIBLE. 


MARION  MERRELL  DOW.  INC. 
PO  BOX  9707,  MARION  PARK  DRIVE 
KANSAS  CITY  MO  64134-0707 
DD  12/09/85  MA  05/25/89 
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SARGIUUWSTIM 
TN=  LEUKINE 


TREATMENT   OF  NEUTDOPENI*  ASSOCIATED  WITH  BONE 
NARROU  TRANSPLANT    IN   PATIENTS  WITH 
NON-NCOGKIN'S   LrNPHCMA,    HGOGKIN'S  DISEASE, 
AND  ACUTE  LTWHCBUSTIC  LEUKEMIA. 


IMWNEX   CORPORATION 
51  UNIVERSITY   STREET 
SEATTLE   UA  9S101 
OD  05/03/90     MA  03/05/91 


3000 


SARCRANOSTIM 
TN*  LEUKINE 


TREATMENT  OF  PATIENTS  WHO  HAVE  UNDERGONE 
ALLOGENEIC  OR  AUTOLOGOUS  BONE  MARROW 
TRANSPLANTATION  AND  IN  WHOM  EHGRAFTMENT  IS 
OEUTEO  OR  IN  WHOM  EHGRAFTMENT  FAILS. 


IWUNEX  CORPORATION 
51  UNIVERSITY  STREET 
SEATTLE  WA  98101 
DO  05/03/90  MA  12/31/91 


3000 


SATUHCMAB  PEHOETIDE 
TH=  ONCOSCINT  CR/OV 


DETECTION  OF  OVARIAN  CARCINOMA. 


CTTOGEH  CORPORATION 
201  COLLEGE  ROAD  EAST 
PRINCETON  NJ  08540-5308 
DD  09/25/89  HA  12/29/92 


65000 


SELEGILINE  HCL 
TN=  6LDEPRYL 


ADJUVANT  TO  LEVODOPA  AND  CARBIDOPA  TREATMENT 
OF  IDIOPATHIC  PARKIHSON'S  DISEASE  (PARALYSIS 
AGITANS),  POSTENCEPHALITIC  PARKINSONISM,  AND 
STMTCMAIIC  PARKINSONISM. 


SOMERSET  PHARMACEUTICALS,  INC. 
400  MORRIS  AVENUE,  SUITE  75 
DENVILLE  NJ  07854 
DO  11/07/84  MA  06/05/89 


30000 


SOHATREM  FOR  INJECTION 
TN°  PROTROPIN 
(EXCLUSIVITY  EXPIRED) 


FOR  LONG-TERM  TREATMENT  OF  CHILDREN  WHO  HAVE 
GROUTH  FAILURE  DUE  TO  A  LACK  OF  AOEOUATE 
EiOOGENOUS  GROUTH  HORMONE  SECRETION. 


GENENTECH,  INC. 
460  POINT  SAN  BRUNO  BOULEVARD 
SOUTH  SAN  FRANCISCO  CA  94080 
00  12/09/85  MA  10/17/85 


15000 


SOMATROPIN  FOR  INJECTION 
TN=  HUMATROPE 


LONG-TERM  TREATICHT  OF  CHILDREN  WHO  HAVE 
GROUTH  FAILURE  DUE  TO  INADEOUATE  SECRETION  OF 
NORMAL  EIOOGENOUS  GROUTH  HORMONE. 


ELI  LILLY  AND  COMPANY 
LILLY  CORPORATE  CENTER 
INDIANAPOLIS  IN  46285 
DD  06/12/86  MA  03/08/87 


SOTALOL  HCL 
TN-  8ETAPACE 


TREATMENT  OF  LIFE -THREATENING  VENIRICUUR 
TACNYARRHTTIWIAS. 


BRISTOL-MYERS  SOU  IBB 

5  RESEARCH  PARKWAY, PO  BOX  5100 

WALLINCFORD  CT  06492 

DO  09/23/88  MA  10/30/92 


SUCCINER 

TH-  CHEMET  CAPSULES 


TREATICNT  OF  LEAD  POISONING  IN  CHILDREN. 


MCNEIL  CONSUMER  PRODUCTS  CO. 
CAMP  HILL  ROAD 
FORT  WASHINGTON  PA  19034 
DD  05/09/84  HA  01/30/91 


17000 


TENIPOSIDE 

U'   MMM  FOR  INJECTION 


TREATMENT  OF  REFRACTORY  CNILOHOOO  ACUTE 
LTMPNOCTTIC  LEUKEMIA  (ALL). 


BRISTOL-MYERS  SOUIBB 
5  RESEARCH  PARKWAY 
WALLINGFORD  CI  06492-7660 
00  11/01/84  MA  07/14/92 


TERIPARATIDE 
TN«  PARATNAR 


DIAGNOSTIC  AGENT  TO  ASSIST  IN  ESIAM.ISHINC 
TIC  DIAGWKIS  IN  PATIENTS  PRESENTING  WITH 
aiNICAl.  AMD  LAMRATORY  EVIDENCE  Of 
HTPOCALCSIIA  DUE  TO  EITHER  HYPOPARATHYROIDISM 
OR  PSEUOOHTPOPARATNROIDISM. 


RHONE -POULENC  RORER  PHARM. 
500  ARCOU  ROAD 
COILEGEVILLE  PA  19426 
DD  01/09/87  MA  12/23/87 


TIOPRONIN 
TN«  THIOIA 


PREVaTION  OF  CYSTINE  NEPHROLITHIASIS 
PATIENTS  UITN  HOMOZYIXUS  CYSTINURIA. 


PAK,  CHARLES  Y.C.  M.D. 
5323  HARRY  HINES  BOULEVARD 
DALLAS  TK  75235 
DO  01/17/86  HA  08/11/88 
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SPONSOR  &  ADDRESS 

OD  =  Dale  Designated 

MA  =  Marlteting  Approval 


TSAIIEXAMIC  ACID 
TH:  CTKLOKAPIION 


TREATMENT  OF  PATIENTS  WITH  CONGENITAL 
COAOJLOPATHIES  WHO  ARE  UNDERGOING  SURGICAL 
PROCEDURES  E.G.  DENTAL  EXTRACTIONS. 


KABIVITRUH,  INC. 

P.O.  BOX  262069 

SAN  DIEGO  CA  92196 

DD  10/29/85  NA  12/30/86 


TRIENTINE  HCL 
TN=  CUPRID 
(EXCLUSIVITY  EXPIRED) 


TREATMENT  OF  PATIENTS  UITH  WILSON'S  DISEASE 
WHO  ARE  INTOLERANT,  OR  INAOEOUATELT 
RESPONSIVE  TO  PENICILLAMINE. 


MERCK  SHARP  i   DOHME  RESEARCH 
DIVISION  OF  MERCK  AND  COMPANY 
WEST  POINT  PA  19486 
DD  12/24/84  HA  11/08/8S 


UROFOLLITROPIH 
TN=  METROOIN 


INDUCTION  OF  OVULATION  IN  PATIENTS  UITH 
POLYCYSTIC  OVARIAN  DISEASE  WHO  HAVE  AN 
ELEVATED  LH/FSH  RATIO  AND  UHO  HAVE  FAILED  TO 
RESPOND  TO  AOEOUATE  CLOMIPHENE  CITRATE 
THERAPY. 


SERONO  LABORATORIES,  INC. 
100  LONGWATER  CIRCLE 
NORUELL  MA  02061 
DD  11/25/87  MA  09/18/86 


2AICITABINE 
TN=  HIVIO 


TREATWNT  OF  ACQUIRED  IMMUNODEFICIENCY 
SYNDROME  (AIDS). 


HOFFMANN-LA  ROCHE,  INC. 
340  KINGSLAHD  STREET 
NUTLET  NJ  071101199 
DD  06/28/88  MA  06/19/92 


ZIDOVUDINE 
TN=  RETROVIR 


TREATMENT  OF  ACQUIRED  IMMUNODEFICIENCY 
SYNDROME  (AIDS). 


BURROUGHS  UELLCCHE  COMPANY 
3030  CORNWALL  IS  ROAD 
RESEARCH  TRIANGLE  PK  NC  27709 
DO  07/17/85  MA  03/19/87 


ZIDOVUDINE 
TN:  RETROVIR 


TRCATMENT  OF  AIDS  RELATED  COMPLEX  (ARC). 


BURROUGHS  UELLCOME  COMPANY 
3030  CORNUALIIS  ROAD 
RESEARCH  TRIANGLE  PK  NC  27709 
DD  05/12/87  MA  03/19/87 


281S798 
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Mr.  DuRBiN.  Please  provide  a  listing  of  all  grants  and  contracts 
issued  during  fiscal  year  1992  for  orphan  product  work. 
Dr.  Kessler.  I  am  happy  to  do  so. 
[The  information  follows:] 
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Office  of  Orphan  Products  Development 
Grant  Awards  for  FY  92 


Karl  E.  Anderson,  M.D. 

The  University  of  Texas  Medical  Branch,  Galveston,  Texas 

Heme  Arginate  for  Treatment  of  Acute  Porphyria 

Richard  I.  Breuer,  M.D. 

Evanston  Hospital  Corporation,  Evanston,  Illinois 

Short-Chain  Fatty  Acid  Therapy  of  Ulcerative  Colitis 

George  J.  Brewer,  M.D. 

University  of  Michigan,  Ann  Arbor,  Michigan 

Therapy  of  Wilson's  Disease  with  Tetrathiomolybdate 

Saul  W.  Brusilow,  M.D. 

Johns  Hopkins  University,  Baltimore,  Maryland 

Urea  Cycle  Disorders:    Phase  3  Study  of  Phenylbutyrate 

Neil  R.  M.  Buist,  M.B.,  Ch.B.,  F.R.C.P. 

Oregon  Health  Sciences  University,  Portland,  Oregon 

PhenylFlex  Medical  Foods  for  Hyperphenylalaninemia 

John  E.  Conte,  M.D. 

The  Regents  of  University  of  California,  San  Francisco,  California 

Pentamidine  for  Pneumocystis  in  Children 

Roy  L.  Freeman,  MB.  ChB. 

New  England  Deaconess  Hospital,  Boston,  Massachusetts 

Treatment  of  Orthostatic  Hypotension  with  DL-Threo-3,4-DihydroxyphenyIserine 

Robert  C.  Griggs,  M.D. 

University  of  Rochester  Medical  Center,  Rochester,  New  York 

Controlled  Trial:    Dichlorphenamide  in  Periodic  Paralysis 

John  R.  Hoidal,  M.D. 

University  of  Utah,  Salt  Lake  City,  Utah 

Dextran  Sulfate  as  an  Elastase  Inhibitor  in  Cystic  Fibrosis 

Andrew  Huang,  M.D.,  M.P.H. 

Bascom  Palmer  Eye  Institute,  Miami,  Florida 

Photothrombotic  Treatment  for  Corneal  Neovascularization 
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Grant  Awards  for  FY  92 
(continued) 


Douglas  S.  Levine,  M.D. 

University  of  Washington,  Seattle,  Washington 

Beclomethasone  for  Intestinal  Graft-Versus-Host  Disease 

Amitabha  Mazumder,  M.D. 

Georgetown  University,  Washington,  DC 

Breaking  Tolerance  to  Melanoma  by  Cyclosporine  A 

Paul  H.  Peckham,  Ph.D. 

Case  Western  Reserve  University,  Cleveland,  Ohio 

Implantable  Systems  for  Restoration  of  Hand  Function 

Charles  A.  Peloquin,  Pharm.D. 

National  Jewish  Center  for  Immunology  and  Respiratory  Medicine,  Denver,  Colorado 

Phase  n  Study  of  Thiacetazone  for  MAC  Disease 

Susan  Park  Perrine,  M.D. 

Children's  Hospital  Medical  Center  of  Northern  California,  Oakland,  California 

Butyrate  Derivative  Trials  in  Sickle  Cell  Anemia 

Michael  D.  Reed,  Pharm.D. 

Case  Western  Reserve  University,  Cleveland,  Ohio 

Propofol  Sedation  for  Acutely  III  Ventilated  Children 

RupTandan,  M.D.,  M.R.C.P. 

University  of  Vermont,  Burlington,  Vermont 

L-threonine  and  Branched  Chain  Amino  Acids  in  ALS 

William  R.  Treem,  M.D. 

Hartford  Hospital,  Hartford,  Connecticut 

Sucrase  Enzyme  Therapy  for  Sucrase-Isomaltase  Deficiency 

Donald  L.  Trump,  M.D. 

University  of  Pittsburgh,  Pittsburgh,  Pennsylvania 

Clinical  Study  of  t-Retinoic  Acid  in  Prostate  Cancer 

Darrell  M.  Wilson,  M.D. 

Stanford  University,  Stanford,  California 

Growth  Hormone  in  X-Linked  Hypophosphatemic  Rickets 
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Mr.  DuRBiN.  How  many  requests  for  grants  related  to  orphan 
products  do  you  have  on  hand  that  are  unfunded? 

Dr.  Kessler.  Currently,  49  approved  grant  requests  are  unfund- 
ed. 

Mr.  DuRBiN.  What  is  the  total  needed  to  fund  all  these  grants? 

Dr.  Kessler.  To  fund  these  grants  would  required  approximately 
$7  million. 

PENDING  DRUG  APPUCATION 

Mr.  DuRBiN.  How  many  NDAs  are  currently  pending  before  FDA 
and  of  those,  how  many  have  been  pending  for  more  than  180 
days? 

Dr.  Kessler.  As  of  January  31,  1993,  there  were  161  pending 
NDAs.  Twenty-two  of  these  were  pending  for  more  than  180  days. 

Mr.  DuRBiN.  How  many  ANDAs  are  currently  pending  at  FDA 
and  of  those,  how  many  have  been  pending  for  more  than  180 
days? 

Dr.  Kessler.  At  the  end  of  fiscal  year  1992,  there  were  421 
ANDAs  pending,  the  backlog  of  overdue  applications  pending  over 
180  days  was  37  applications.  The  37  overdue  applications  are  in- 
cluded in  the  421  pending  applications. 

EXPEDITING  GENERIC  DRUG  REVIEWS 

Mr.  DuRBiN.  Last  year,  you  had  stated  that  you  were  developing 
a  policy  under  which  reviews  of  certain  generic  drugs  might  be  ex- 
pedited. Can  you  tell  us  the  status  of  that  policy? 

Dr.  Kessler.  The  Center  for  Drug  Evaluation  and  Research 
within  FDA  has  developed  a  policy  that  allows  expedited  review  of 
generic  drug  applications  under  certain  circumstances.  These  cir- 
cumstances are  when  public  health  and  safety  requires  expedited 
review,  or  when  significant  ecciomic  benefits  to  the  American 
public  will  accrue  from  expedited  review.  The  policy  is  currently 
under  review  in  the  Office  of  the  Commissioner.  However,  even 
under  existing  policy,  FDA  can  expedite  reviews  of  generic  drugs 
for  health  and  safety  reasons  and  has  previously  done  so.  For  ex- 
ample, FDA  granted  expedited  review  in  1991  for  a  more  tamper 
resistant  formulation  of  pseudoephedrine,  a  widely  used  over-the- 
counter  decongestant. 

NUTRITION  LABEUNG  REGULATIONS 

Mr.  DuRBiN.  We  are  all  aware  of  the  controversy  in  the  decision 
made  by  President  Bush  in  the  final  days  of  his  Administration  re- 
lated to  the  food  labeling  issues.  It  is  generally  thought  FDA  won 
out  in  its  argument  with  USDA  over  nutrition  labeling.  Please  de- 
scribe for  us  exactly  what  the  proposed  rules  and  regulations  on 
nutrition  labeling  do,  and  the  time  frames  in  which  they  must  be 
implemented. 

Dr.  Kessler.  On  January  6,  1993,  FDA  published  final  regula- 
tions to  implement  the  Nutrition  Labeling  and  Education  Act  of 
1990.  In  general  these  rules  cover  three  major  areas  of  food  label- 
ing. The  first  is  Nutrition  Labeling.  Nutrition  information,  such  as 
calories,  fat,  and  vitamins,  will  be  required  on  the  labels  of  virtual- 
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ly  all  packaged  foods  regulated  by  FDA.  There  are  limited  exemiv- 
tions  for  small  businesses  and  small  packages. 

The  second  is  Nutrient  Content  Claims.  Claims,  such  as  "low  fat" 
or  "high  fiber"  may  be  made  on  the  label  of  foods  only  if  they  are 
defined  by  FDA  and  used  in  a  manner  that  conforms  to  the  regula- 
tions providing  for  their  use  that  have  been  adopted  by  FDA. 

Tlie  third  is  Health  Claims.  Use  of  the  food  label  for  discussions 
about  the  role  of  a  nutrient  in  reducing  the  risk  of  chronic  disease, 
for  example,  calcimn  and  osteoporosis,  is  permitted,  provided  that 
FDA  has  determined  in  a  regulation  that  there  is  significant  scien- 
tific agreement  among  qualified  experts  that  the  publicly  available 
scientific  evidence  supports  the  claim. 

Manufacturers  have  imtil  May  8,  1994,  to  comply  with  most  of 
the  new  requirements.  However,  regulations  pertaining  to  health 
claims  become  effective  on  May  8, 1993. 

I  will  provide  for  the  record  a  copy  of  an  FDA  Backgrounder  on 
the  New  Food  Laibel  which  covers  more  detail  on  the  regulations. 

[Clekks  note. — the  information  provided  was  too  lengthy  to  re- 
print and  will  be  retained  in  Committee  files.] 

RESOURCES  FOR  FOOD  LABELING  ISSUES 

Mr.  DuRBiN.  What  do  you  anticipate  spending  on  food  labeling 
issues  during  fiscal  year  1993?  ^^ 

Dr.  Kessler.  FDA  estimates  that  135  FTEs  will  be  used  in  fixture 
years  recurring  activities  related  to  implementing  the  regulations. 
The  estimated  cost  is  a  million  a  year. 

emergency  FUND 

Mr.  DuRBiN.  For  the  last  couple  of  years,  the  Committee  has  pro- 
vided $2  million  to  go  into  FDA's  specisd  or  emergency  fund.  How 
many  times  have  you  tapped  into  that  fund  during  fiscal  years 
1992  £md  1993,  and  what  is  the  current  status  of  that  fund? 

Dr.  Kessler.  We  haven't  yet  utilized  the  emergency  fund  in 
fisc€d  year  1993;  however,  during  fiscal  year  1992  the  Agency 
funded  its  toll-free  Breast  Implant  Information  Line  and  related 
services  to  provide  women  with  information  on  these  devices  and  to 
answer  callers  questions.  The  fund  currently  has  a  balance  of  $3.7 
million. 

Mr.  DuRBiN.  Also  describe  for  us  the  individual  occurrences 
where  you  use  the  fund. 

Dr.  Kessler.  The  fund  was  established  for  use  in  emergency  situ- 
ations where  FDA  inciurs  extraordinary  direct  costs  exceeding 
$100,000.  Most  commonly  these  costs  have  been  for  unusual  over- 
time, travel,  equipment  or  supply  expenses  essential  to  FDA's  re- 
sponse to  an  emergency  event.  Examples  of  previous  occurrences 
include  tampering  incidents,  such  as  with  Tylnol,  major  food  re- 
calls, expanded  generic  drug  testing  in  1989,  and  investigation  of 
the  L-tryptophan  problem  in  1990. 

FOOD  surveillance 

Mr.  Durbin.  Every  year  FDA  responds  to  several  special  assign- 
ments related  to  food  surveillance.  For  the  record,  please  provide 
us  a  list  of  each  of  these. 
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Dr.  Kessler.  In  FY  1992,  FDA  issued  28  special  assignments  to 
augment  information  on  food  products  gathered  under  our  compli- 
ance programs.  These  assignments  were  issued  to  multiple  field  dis- 
tricts and  are  in  addition  to  specific  assignments  issued  to  obtain 
additional  evidence  or  regulatory  information  concerning  specific 
firms  regulated  by  the  Agency.  I  will  provide  a  list  of  the  special 
eissignments  for  the  record. 

[The  information  follows:] 


89 


List  of  Special  Assignments 
Related  to  Food  Surveillance 


1.  Methyl  Mercury  in  Import  and  Domestic  Shark/Swordf ish 

2.  Survey  of  Imported  Dried  Milk  from  MOV/nonMOV  Countries 

3.  Pesticide  Incidence  and  Level  Monitoring  for  Residues 
in  Dom/Imp  Pears 

4.  Certified  Color  Additive  Sampling  Assignment 

5.  Intrastate  Soft  Cheese  Sampling  Assignment 

6.  Operation  "LID"  -  Lead  in  Dinnerware  (Import) 

7.  Operation  "LID"  -  Lead  in  Dinnerware  (Domestic) 

8.  Vibrio  Cholerae  in  Water  from  Ballast  and  Non-Potable 
Sewage  Holding  Tanks  of  Foreign  Commercial  Freight 
Vessels  at  U.S.  Ports 

9.  Mexico  and  Central  American  V.  Cholerae 
Testing  Assignment 

10.  Salmonella  in  Eggs  Follow-up 

11.  Undeclared  Sulfites  in  Canned  Products 

12.  U.S.  Shellfish  Growing  Area  Classification  Status 

13.  Rodent  Infestation  on  Passenger  Trains 

14.  Pesticide  and  Level  Monitoring  for  Domestic  and 
Imported  Tomatoes 

15.  Survey  of  Imported  Tiger  Shrimp  for  Chloramphenicol 

16.  Vitamin  A  &  D  Fortification  of  Milk  Survey 

17.  Selected  Fishery  Product  Inspections  Assignment 

18.  Powdered  Infant  Formula  Sampling  Assignment 

19.  Pesticides  in  Imported  Cocoa  Products 

20.  Survey  to  Determine  Chemical  Contaminants  in 
Bottom  Dwelling  Seafood  from  Massachusetts  Bay 
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21.  Canned  Mushroom  Assignment 

22.  V.  Cholerae  in  Imported  Foods  Assignment 

23.  Sampling  of  Fresh  Tuna  in  Consumer  Channels  Assignment 

24.  Import  Tuna  and  Mahimahi  Histamine  Assignment 

25.  Imported  Frog  Legs  Mislabeled  as  Shrimp  Assignment 

26.  Leachable    from    Infant/ Adult    -    Use    Pewterware 
(Domestic/ Import) 

27.  "Jumex"  &  "Vigor"  Juice  Survey  Assignment 

28.  Follow-up  to  Rodent  Infestation  on 
Passenger  Trains  -  AmTrak  Consent  Decree 
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CANNED  MUSHROOMS 


Mr.  DuRBiN.  Last  year,  you  indicated  that  an  outbreak  of  food 
poisoning  that  was  potentially  related  to  canned  mushrooms  coming 
from  China  appeared  to  be  related  to  your  lot-by-lot  release  pro- 
gram. What  have  you  done  since  then  to  correct  those  problems? 

Dr.  Kessler.  When  we  received  the  epidemiology  report  of  this 
outbreak  and  received  confirmation  from  the  Centers  for  Disease 
Control  and  Prevention  that  the  cause  of  the  outbreak  was  epide- 
miologically  linked  to  canned  mushrooms,  we  stopped  all  entries 
from  this  factory  which  had  only  begun  under  the  lot-by-lot  release 
program  a  couple  of  months  earlier.  The  product  remaining  in  the 
U.S.  was  reexported.  We  resumed  lot-by-lot  release  of  product  pro- 
duced after  the  inspections  by  their  consultant  and  the  documenta- 
tion submitted  to  us  to  show  that  action  had  been  taken  by  the  fac- 
tory to  prevent  contamination  with  staphylococcal  enterotoxin  and 
they  were  substantially  in  compliance  with  the  low-acid  canned 
food  regulations.  The  actions  taken  by  the  firm  were  later  con- 
firmed by  FDA  investigators  during  an  inspection  of  the  factory. 

There  are  currently  19  factories  in  the  People's  Republic  of 
China  which  have  been  authorized  by  FDA  to  ship  canned  mush- 
room to  the  U.S.  under  the  lot-by-lot  release  program.  However, 
not  all  of  them  have  been  shipping  product.  Of  thee  19  factories, 
FDA  has  inspected  13,  several  were  inspected  twice,  to  confirm 
that  reported  corrections/procedures  had  been  instituted. 

Mr.  DuRBiN.  Are  canned  mushrooms  from  China  still  on  your 
automatic  detention  list. 

Dr.  Kessler.  Y^,  canned  mushrooms  from  China  are  still  on  the 
automatic  detention  list.  

SEIZURES  AND  DETENTIONS 

Mr.  DuRBiN.  Please  provide  a  table  showing  the  number  of  food 
products  that  were  recalled  under  seizure  or  the  number  of  deten- 
tions during  fiscal  years  1990,  1991,  and  1992. 

Dr.  Kessler.  I  would  be  happy  to  provide  this  information  for  the 
record. 

[The  information  follows:] 

RECALLS  AND  SEIZURES  OF  FOOD  PRODUCTS 


FY  1990 

FY  1991 

FY  1992 

Recalls 

708 

559 
66 

557 

Sozures 

82 
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ENFORCEMENT  AND  MEDICAL  DEVICES 

Mr.  DuRBiN.  You  have  indicated  that  the  medical  device  mal- 
functions and  faulty  product  designs  were  beginning  to  become  a 
major  area  of  concern  for  FDA.  Describe  for  us  what  actions  you 
have  taken  related  to  enforcement  on  medical  devices  during  fiscal 
years  1991  and  1992. 

Dr.  Kessler.  R^ulatory  actions  taken  by  FDA  during  fiscal 
years  91  and  92  have  increased  substantially  from  1990,  rising  to 
1,410  actions  in  FY  1991  to  1,923  actions  in  FY  1992.  The  type  of 
actions  taken  include  warning  letters/r^ulatory  letters,  seizures, 
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injunctions  and  prosecutions.  FDA  is  committed  to  strengthening 
its  enforcement  and  regulatory  case  management  processes.  Since 
FY  1990,  there  has  been  a  significant  reduction  in  the  average  case 
processing  and  review  times  in  the  following  area:  regulatory/ 
warning  letter  review  times  dropped  from  58  to  31  days;  injunc- 
tions from  22  to  21  days;  seizures  from  29  to  23  days;  and  prosecu- 
tions from  57  to  35  days.  Part  of  this  decrease  can  be  attributed  to 
increased  communications  between  headquarters  compliance  staff 
and  FDA  field  offices  during  the  investigational  stage  of  case  devel- 
opment. 

In  addition,  the  Safe  Medical  Devices  Act  of  1990  gave  FDA  the 
authority  to  suspend  a  PMA;  require  manufacturers  of  certain  de- 
vices to  conduct  postmarket  surveillance  studies;  and  require  man- 
ufacturers to  cease  distribution  of  devices  that  may  cause  serious, 
adverse  health  consequences,  to  notify  device  users,  and  ultimately 
to  recall  life-threatening  or  seriously  defective  devices.  These  man- 
datory recall  actions  are  issued  under  Section  518(e)  of  the  Food, 
Drug,  and  Cosmetic  Act.  Under  this  provision,  FDA  issued  one 
518(e)  order  in  FY  1991  and  four  518(e)  orders  in  FY  1992.  These 
actions  included  ceasing  distribution,  notifying  users,  providing  for 
"urgent  need"  use,  and  retrofitting  defective  ventilators  designed 
for  critically  Ul  neonates;  ceasing  distribution,  notifying  users,  and 
correcting  defective  chairlifts  used  to  transport  elderly  and  dis- 
abled patients  from  bed  to  baths;  ceasing  distribution  and  use  of  a 
defective  infusion  pump  that  created  potential  for  electric  shocks 
and  inaccurate  enteral  feedings  of  newborns  and  adults;  ceasing 
distribution,  notifying  users,  and  removing  a  chemical  disinfectsint 
from  the  marketplace  that  was  shown  to  be  ineffective  in  its  ability 
to  disinfect  reused  endoscopes  and  other  invasive  devices;  and  ceas- 
ing distribution  and  notifying  users  regarding  temporomandibular 
joint — jaw — implants  that  were  made  of  materials  found  to  decom- 
pose in  the  body  resulting  in  implant  failure  and  bone  degenera- 
tion. 

FDA  is  committed  to  ensuring  compliance  to  Good  Manufactur- 
ing Practices — GMP — for  new  medical  devices.  FDA  now  requires 
that  on-site  inspections  demonstrate  that  the  manufacturing  facili- 
ty is  in  compliance  with  GMPs.  A  "reference  list"  has  been  devel- 
oped to  ensure  that  every  premarket  notification  submission  of 
510(k)  processed  by  FDA  is  not  manufactured  at  a  facility  that  is 
out  of  compliance  with  GMPs.  Since  inception  of  the  reference  list, 
approximately  3,000  510(k)s  have  been  processed,  of  which  about  6() 
were  placed  "on  hold"  until  the  manufacturing  facilities  corrected 
outstanding  deficiencies. 

510  (K)  APPUCATIONS 

Mr.  DuRBiN.  How  many  510(k)  applications  are  on  hand?  How 
many  are  overdue? 

Dr.  Kessler.  As  of  January  31,  1993,  FDA  had  4,404  510(k)  sub- 
missions in  house.  Of  those,  1,173  were  on  hold  and  3,231  were 
under  active  review.  For  those  under  active  review,  717  were  in 
house  for  less  than  30  days;  729  for  31-60  days;  614  for  61-90  days; 
and  1,171  were  overdue  having  exceeded  the  historical  90-day  limit 
for  review. 
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The  existence  of  this  level  of  backlog  began  in  FY  1992.  At  the 
end  of  FY  1991  there  were  no  510(k)  applications  overdue.  At  the 
end  of  FY  1992  there  were  331  510(k)  applications  overdue.  There 
are  several  reasons  for  this  increase  in  overdue  applications.  First, 
the  number  of  applications  has  grown.  Secondly,  submission  have 
increased  in  size  and  complexity.  A  recent  analysis  by  FDA  showed 
that  the  size  of  an  average  510(k)  application  has  tripled  since  1983. 

In  addition  to  the  increase  number  of  applications,  device  review- 
ers are  required  to  do  more  in  processing  510(k)  submissions. 
Device  reviewers  are  now  required  to  prepare  several  forms  to  pro- 
vide more  documentation  of  their  decision  on  a  510(k)  application, 
thereby  increasing  review  time;  review  safety  and  effectiveness 
summaries  and  certifications  on  devices  claiming  substantial 
equivalence  to  a  class  HI  pre-Amendments  device;  ensure  that  if 
the  manufacturer  did  not  include  the  required  51()(k)  "freedom  of 
information"  summary  with  the  application  that  it  included  a 
510(k)  statement  that  the  information  will  be  made  available  to 
any  requestor  upon  FDA  rendering  an  equivalency  determination; 
determine  whether  a  product  is  subject  to  a  mandatory  postmarket 
surveillance  studies;  and  determine  whether  the  510(k)  submitter  is 
known  to  be  in  violation  of  our  Good  Manufacturing  Practices  r^- 
ulations.  Also,  during  FY  1992,  the  FDA  device  evaluation  program 
experienced  an  unprecedented  level  of  oversight  as  well.  During  FY 
1992,  many  device  evaluation  resources  were  drawn  away  from 
normal  workloads  to  respond  to  public  health  concerns  associated 
with  breast  implants. 

The  net  effect  of  FDA  receiving  increasing  numbers  of  larger, 
more  complex  applications  that  require  expanded  processing  by  the 
same  number  of  reviewers  is  that  review  times  increased,  which 
lead  to  backlogs.  Further  compoiuiding  this  problem  is  the  growth 
rate  of  the  device  manufacturing  industry.  Member  manufacturers 
occupy  three  of  the  top  five  growth  industries  in  the  U.S.  today. 

MEDICAL  DEVICE  EXPENDITURES 

Mr.  DuRBiN.  Please  prove  a  five-year  table  showing  the  expendi- 
ture for  medical  devices. 
Dr.  Kessler.  I  would  be  pleased  to  do  so. 
[The  information  follows:] 

Center  for  Devices  and  Radiological  Products  Actual  Appropriated  Dollars  Expended 

[Dollara  in  thousands] 

Fiscal  year:  Amount 

1989 $70,782 

1990 89,365 

1991 104,778 

1992 116,731 

1993  (estimated) 1123,363 

>  Includes  $3  million  supplemental  for  Mammography  Quality  Standards  Act. 
EMERGENCY  TAMPERING  COMPLAINTS 

Mr.  DuRBiN.  Several  years  ago,  food  and  drug  tampering  made 
headlines  across  the  country.  For  the  record,  please  provide  an  up- 
dated table  that  refiects  the  emergency  tampering  complaints  and 
threats  for  each  of  the  past  five  years. 
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Dr.  Kessler.  I  would  be  happy  to  do  so. 
[The  information  follows:] 

TAMPERING  COMPUINTS  REPORTED 


Fiscal  year 

1988 

1989         1990 

1991 

1992 

Tampering  Complaints 

231 

380         154 
189        339 

313 
181 

730 

Other  Emergencies 

147 

??5 

Note:  FDA  does  not  investigate  tampering  ttireats,  tHit  refers  them  to  the  FBI. 


FREEDOM  OF  INFORMATION  ACTIVITIES 

Mr.  DuRBiN.  How  many  requests  did  you  receive  during  fiscal 
years  1990,  1991,  and  1992  for  Freedom  of  Information  related  ac- 
tivities? 

Dr.  Kessler.  During  FY  1990,  the  Agency  received  40,500  Free- 
dom of  Information  requests;  during  FY  1991  41,714;  and  during 
FY  1992,  46,501. 

Mr.  DuRBiN.  What  resources  did  you  expend  on  Freedom  of  In- 
formation activities  in  each  of  those  years? 

Dr.  Kessler.  In  FY  1990,  the  Agency  expended  $6,300,000  on  FOI 
activities;  in  FY  1991,  $6,311,210;  and  in  FY  1992,  $7,263,959. 

BUILDINGS  AND  FACIUTIES 

Mr.  DuRBiN.  For  the  record,  please  provide  a  brief  description  of 
each  of  the  projects  that  was  funded  under  your  Buildings  and  Fa- 
cilities account  during  fiscal  years  1991,  1992,  and  your  projections 
for  1993. 

Dr.  Kessler.  I  would  be  happy  to  provide  that  information  for 
the  record. 

[The  information  follows:] 
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Fiscal  Year  1991 
Project  Description  Estimated  Cost 

Consolidation  of  FDA  Headquarters  facilities, 

preparation  of  design  criteria $650,000 

Module  1,  Beltsville,  Md;  Supplemental  funding 
for  incineration  facilities $450,000 

NCTR,  Jefferson,  Ark;  General  repairs  and 

improvements $1,  000,000 

CFSAN,  BARF,  Beltsville;  Misc.  repairs  and 

improvements-kennelbuildings/ facilities $1, 000, 000 

CVM,  Beltsville;  Misc.  repairs, 

improvements $2  00,000 

CBER,  Bldgs.  29  and  29A,  NIH;  Renovations- 
freezer  facilities  and  lab.  space $422,000 

CDRH,  Twinbrook-Rockville,  Misc.  repairs 

and  improvements $130.  OOP 

Total  FDA  headquarters  only $3,852,000 

Children's  Hosp.  Pittsburgh,  PA;  Study 

feasibility  of  construction  of  hospital  addition.     $200,000 
ORA;  Misc.  repairs  and  improvements  to 

field  facilities  Nationwide $4  .298  .  000 

TOTAL  FDA $8,350,000 

Fiscal  Year  1992 

Module  1-incinerators $750,000 

NCTR:  Jefferson,  Ark;  Misc.  repairs  and 

improvements $1,250,  000 

NCTR:  Repair  utility  systems  and  boilers, 

HVAC-Bldg.  5,  build  perimeter  road $1,480,000 

CFSAN,  BARF,  Beltsville,  Md;  Kennel  rehab. 

and  misc.  repairs  and  improvements $800,000 

CBER,  NIH,  Bldg.  29B:  Construction 

contingency  allowance $500,000 

CFSAN,  FB-8;  Repair/replace  autoclaves, 

reconstruct  cold  temp,  suite $940,000 

CFSAN,  Dauphin  Island,  Al;  Misc.  repairs 

and  improvements $100.  000 

Total  headquarters $5,820,  000 

ORA;  Misc.  repairs  and  improvements  to 

field  facilities  Nationwide $2  .  530,  000 

TOTAL  FDA $8,350,000 
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Current  Projections: 

Current  Plan  FY  1993 

•    Field  Facilities: 

-  General  repairs  and  improvements, 

nationwide $3,500,000 


NCTR  -  General  repairs  and  improvements 


$2,030,000 


•  Headquarters: 

-  AAALAC  accreditation  and  general 

R*I $2,120,000 

•  Foods: 

-  Dauphin  Island  and  Davisville,  RI, 
general  repairs  and  improvements 
$   700.000 

TOTAL  1993  request $8,350,000 
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BUILDINGS  AND  FACIUTIES  PROJECT  BACKLOG 

Mr.  DuRBiN.  Please  provide  us  a  list  of  the  backlog  of  Buildings 
and  Facilities  projects  that  are  known. 

Dr.  Kessler.  I  would  be  happy  to  provide  that  information  for 
the  record. 

[The  information  follows:] 
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BUILDING  AND  FACILITIES 
Project  Backlog 

Repair  and  Improvement  of  Existing  Facilities 

1.  ORA;  Various  Locations,  Miscellaneous  Repairs 
Improvements  Nationwide  $8,450,000 

2.  CFSAN  &  CDER;  ERF,  Beltsville,  MD;  Renovations 

of  Labs  to  suit  OSHA  1,450,000 

3.  CFSAN  &  CDER;  FB-8,  Interim  Repairs  to  Labs 

(Phase  I)  1,600,000 

4.  NCTR;  Jefferson,  AR;  General  R&I  4,680,000 

5.  CBER;  Bethesda,  MD;  Building  29,  Laboratory      750,000 
Renovations 

6.  CFSAN;  GCTSU,  Dauphin  Island,  AL;  Misc  Repairs 

to  Eliminate  Unsafe  Working  Conditions  850,000 

7.  CFSAN;  NETSU,  Davisville,  RI ;  Miscellaneous 

R&I  750,000 

8.  NCTR;  Jefferson,  AR;  Central  Boiler  Plant, 

Remove  Asbestos,  Replace  Pumps  1,230,000 

9.  NCTR;  Jefferson,  AR;  Building  9, _  Replace 

Incoming  Electrical  Service  1,260,000 

10.  CSAN;  Module  1,  Beltsville,  MD;  Installation 

of  Center  Lab  Benches  350,000 

11.  CFSAN   &   CDER;   FB-8,   Washington,   DC;   Replace 
Autoclaves,  Interim  Repairs  to  Labs  1,600,000 

12.  CFSAN  &  CDER;  Module  I,  Beltsville,  MD;, 
Modifications  for  Carcinogenic  Work  3,750,000 

13.  NCTR;  Jefferson,  AR;  Upgrade  Center  Wide 

Utility  Systems  2,650,000 

14.  NCTR;  Jefferson,  AR;  Center  Wide  Restroom 
Renovations  500,000 

15.  CFSAN;    BRF,    Beltsville,    MD;    Replacement    of 
Plumbing  to  Eliminate  Lead  Contamination         500,000 
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Repair  and  Improvement  of  Existing  Facilities,  cont. 

16.   CFSAN;  NETSU,  Davisville,  RI ;  Construct  Haz- 

Waste  Facility,  Micro  Lab,  Rebuild  Seawall       985,000 

17   NCTR;  Jefferson,  AR;  Additional  Miscellaneous 

Repairs  and  Improvements  (Phase  II)  2,680,000 

18.   ORA;  Various  Locations,  Outfitting  of  New 
District  Laboratory  Facilities  (New  York, 
Buffalo,  Chicago,  Detroit,  Minneapolis, 
Dallas,  Los  Angeles,  San  Francisco,  St. Louis 
Baltimore,  Cincinnati  37.400.000 

TOTAL  Repairs  &  Improvements  $71,435,000 
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ADVERSE  DRUG  REACTION  REPORTING 

Mr.  DuRBiN.  Last  year,  Dr.  Kessler,  you  had  indicated  that  the 
agency  was  considering  options  for  a  national  initiative  aimed  at 
reaching  physicians  on  why  adverse  drug  reactions  reporting  is 
needed.  What  is  the  status  of  that  initiative? 

Dr.  Kessler.  On  February  26,  1993,  we  pubhshed  a  notice  in  the 
Federal  Register,  entitled  a  "Draft  Form  for  Reporting  Suspect  Ad- 
verse Events  and  Problems  with  Medications  and  Devices".  This 
form  is  a  single  form  for  health  professionals  and  manufacturers  to 
report  adverse  events  and  product  problems  with  drugs,  biologies 
devices  as  well  as  dietary  supplements  and  other  types  of  products 
regulated  by  FDA.  The  Agency  hopes  that  a  simplified  and  consoli- 
dated reporting  form  will  improve  reporting  of  suspected  serious 
adverse  events  and  product  problems,  and  thereby  enhance  the  de- 
tection and  reduction  of  drug,  biologic,  and  device-induced  disease 
and  injuries.  We  believe  that  a  single  form  will  also  enhance 
Agency-wide  consistency  in  the  collection  of  postmarketing  data. 

The  comment  period  for  the  Federal  Register  announcement 
closes  April  12,  1993.  After  we  finalize  the  Federal  Register  an- 
nouncement, we  will  begin  to  use  the  adverse  events  form  and  will 
work  with  health  professional  organizations  and  industry  to  launch 
a  comprehensive  education  program  to  raise  health  professionals' 
awareness  and  understanding  of  the  need  and  mechanisms  for  re- 
porting adverse  events  and  product  problems  to  FDA. 

FAIR  PACKAGING  AND  LABELING  ACT 

Mr.  DuRBiN.  For  the  record,  please  describe  your  activities  relat- 
ed to  the  Fair  Packaging  and  Labeling  Act  in  1991  and  1993.  In- 
clude with  that  a  table  showing  the  number  of  violations  to  the 
Fair  Packaging  and  Labeling  Act. 

Dr.  Kessler.  During  fiscal  years  1991  and  1992,  FDA  continued 
to  monitor  food  products  for  adherence  to  the  requirements  of  the 
Fair  Packaging  and  Labeling  Act — FPLA — under  its  Domestic  and 
Import  Food  Labeling  and  Economics  Compliance  Programs.  Begin- 
ning in  FY  1993,  FPLA  activities  for  seafood  products  only  are  cov- 
ered under  the  Domestic  and  Import  Seafood  Compliance  Pro- 
grams. All  other  products  continue  to  be  covered  under  the  Domes- 
tic and  Import  Food  Labeling  and  Economics  Compliance  Pro- 
grams. All  of  these  programs  direct  coverage  of  domestic  and  im- 
ported foods  for  violations  under  the  Food,  Drug,  and  Cosmetic  Act 
and  the  Fair  Packaging  and  Labeling  Act. 

I  will  be  happy  to  provide,  for  the  record,  a  table  showing  the 
number  of  violations  to  the  Fair  Packaging  and  Labeling  Act. 

[The  information  follows:] 
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FAIR  PACKAGING  AND  LABELING  ACT  (FPLA) 


INSPECTIONS 


FY  91 
FY  92 
FY  93* 


Total  Total  Adverse  (Violations) 
45  .   11  (24%) 

57  16  (28%) 

9  5  (56%) 


FY  91 
FY  92 
FY  93* 


Total 
Samples 
Analyzed 

39 

71 

19 


DOMESTIC  SAMPLES 

Total  Total 

Adverse  Label 

(Violations)  Review 

33  (85%)  31 

51  (72%)  32 

10  (53%)  3 


Total 
Adverse 
Reviews 
(Violations) 

25  (81%) 

18  (56%) 

3  (100%) 


IMPORT  SAMPLES 


Total 
Samples 
Analyzed 

Total 
Adverse 
(Violations) 

Total 
Label 
Review 

Total 
Adverse 
Reviews 
(Violations) 

FY 

91 

722 

556  (77%) 

455 

373  (82%) 

FY 

92 

692 

542  (78%) 

462 

389  (84%) 

FY 

93* 

175 

139  (79%) 

71 

69  (97%) 

*   FY  93  figures  represent  1st  quarter  (Oct-Dec)  accomplishments 
only. 
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Mr.  DuRBiN.  How  is  this  program  funded?  What  resources  did 
you  expend  in  fiscal  years  1990,  1991,  1992,  and  1993? 

Dr.  Kessler.  I  will  be  happy  to  provide  that  information  for  the 
record. 

[The  information  follows:] 

Total  Resources  Expended  in  FTE's  on  Fair  Packaging  and  Labeling  Act  Activities 

[Dollars  in  millions] 

Fiscal  year:  Total  fte's 

1990 2.4 

1991 3.7 

1992 4.3 

FY  931 5.0 

*  FY  93  figures  projected  based  on  three  year  average  in  FTE  increases. 

IMPORT  MILK  ACT 

Mr.  DuRBiN.  In  the  past,  you  have  indicated  that  you  have  spent 
very  few  resources  related  to  the  Import  Milk  Act.  What  resources 
did  you  expend  on  this  Act  during  fiscal  year  1992  and  what  activi- 
ty do  you  have  ongoing  in  1993?  Do  importers  pay  for  any  of  this 
activity? 

Dr.  Kessler.  For  fiscal  year  1992,  approximately  1^^.  hours  were 
expended  in  reviewing  one  application  for  a  permit  to  import 
frozen  cream  from  New  Zealand,  and  in  answering  inquiries  relat- 
ed to  the  Import  Milk  Act  from  interested  parties  in  Canada  and 
the  United  Kingdom. 

Application  review  involves  the  examination  of  information  pro- 
vided on  standard  FDA  forms  to  determine  the  degree  of  compli- 
ance with  requirements  of  the  Act.  Per  Compliance  Policy  Guide 
#7119.05,  the  Import  Milk  Act  states  that  milk  or  cream  may  be 
imported  only  by  the  holder  of  a  valid  import  milk  permit.  Before 
such  a  permit  is  issued,  all  cows  must  be  physically  examined  and 
found  healthy;  if  the  milk  or  cream  is  imported  raw,  all  cows  must 
pass  the  tuberculin  test;  the  dairy  farm  and  each  plant  in  which 
the  milk  or  cream  is  processed  or  handled  must  be  inspected  and 
found  to  meet  certain  sanitary  requirements;  bacterial  counts  of 
the  milk  at  the  time  of  importation  must  not  exceed  specified 
limits;  and  the  temperature  of  the  milk  or  cream  at  time  of  impor- 
tation must  not  exceed  50  degrees  F. 

The  Permit  applicant  must  pay  all  cost  associated  with  the  exam- 
ination of  cows,  the  inspection  of  the  dairy  farm  and  or  processing 
plants,  and  the  bacterial  assays.  FDA  does  not  levy  a  fee  for  either 
granting  the  Permit  or  processing  the  application. 

HEALTH  FRAUD 

Mr.  DuRBiN.  Please  provide  for  the  record  a  table  showing  the 
resources  that  FDA  committed  to  health  fraud  activities  during 
fiscal  years  1985  through  1993. 

Dr.  Kessler.  I  would  be  happy  to  do  so. 

[The  information  follows:] 
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RESOURCES  EXPENDED  ON  HEALTH  FRAUD  ACTIVITIES 

[Dollars  In  ttiousands] 


Fiscal  year  FTEs  Anxxjnt 


1985 40  $1,800 

1986 39  2,016 

1987 39  2,194 

1988 39  2,262 

1989 41  2,698 

1990 46  3,027 

1991 46  4,198 

1992 46  4,212 

1993  est 44  4,350 


MINOR  USE  DRUG  RESEARCH 

Mr.  DuRBiN.  How  much  does  FDA  spend  every  year  on  the  minor 
use  drug  research  program? 

Dr.  Kessler.  The  Minor  Use  Animal  Drug  Development  program 
dispersed  approximately  $2  million  from  1984  to  1987  to  three  uni- 
versities for  research  for  minor  species.  After  1988  this  program 
was  phased  out  and  replaced  with  a  new  program — "Chemical  Dis- 
position in  Aquatic  Species  Used  for  Food."  The  objective  of  this 
program  is  to  provide  safety  data  which  may  be  used  to  support  the 
safe  use  of  drugs  and  chemicals  in  aquaculture.  From  1989  to  1991, 
this  new  program  spent  approximately  $1.5  million  on  extramural 
research.  In  fiscal  year  1993,  $363,000  is  planned  for  research  relat- 
ed to  aquatic  animal  species. 

Mr.  DuRBiN.  Is  this  done  through  contracts  with  universities  and 
if  so,  which  universities  and  how  much  to  each? 

Dr.  Kessler.  Research  funds  for  the  "Minor  Use  Animal  Drug 
Development"  program  were  awarded  as  Cooperative  Agreements 
to  three  different  universities.  The  University  of  Kentucky  received 
approximately  $250,000,  Mississippi  State  University  received  ap- 
proximately $1,000,000,  and  Tuskegee  Institute  received  approxi- 
mately $347,000,  over  a  four  year  period.  The  contract  for  the 
planned  research  in  FY  93  will  be  awarded  in  the  third  or  fourth 
quarter  of  this  fiscal  year. 

ALZHEIMER  DRUGS 

Mr.  DuRBiN.  Alzheimer's  is  a  terrible  disease  that  impacts  the 
lives  of  not  only  those  that  have  it,  but  all  those  relatives  and  loved 
ones  aroimd  the  victim.  The  papers  continue  to  talk  about  poten- 
tial drugs  in  the  process  and  overseas,  in  particular,  that  are  look- 
ing at  some  of  the  problems  related  to  Alzheimer's.  Have  you  clas- 
sified any  of  these  drugs  as  1-AA  drugs  to  accelerate  the  approval 
process  for  Alzheimer's  drugs? 

Dr.  Kessler.  In  order  to  accelerate  the  review  of  Alzheimer 
drugs,  FDA  has  established  in  the  Center  for  Drug  Evaluation  and 
Research's  Division  of  Neuropharmcological  Drug  Products,  the 
Alzheimer's  Assessment  Team,  which  provides  the  same  intensity 
of  review  effort  that  we  provide  to  AIDS  drugs.  We  do  not  classify 
Alzheimer's  drugs  as  1-AA  since  that  designation  is  specifically  for 
drugs  for  the  treatment  of  AIDS  or  HIV-related  disease. 
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"smart  drugs" 

Mr.  DuRBiN.  Can  you  describe  for  us  what  "smart  drugs"  are? 

Dr.  Kessler.  "Smart  drugs"  is  a  street  name  given  to  a  variety  of 
products;  it  is  not  a  defined  category  of  drugs.  Those  who  used  the 
term  "smart  drugs"  seek  to  promote  the  claim  that  their  products 
can  enhance  memory  and  boost  intelligence.  Many  of  the  products 
that  are  called  "smart  drugs"  are  actually  nutrients — amino  acids, 
vitamins,  or  other  food  substances  such  as  choline,  which  is  derived 
from  lecithin.  Others  are  herbs,  as  well  as  certain  unapproved 
drugs  and  prescription  drugs. 

Proponents  claim  that  the  products  stimulate  mental  function, 
improve  performance,  attention  and  concentration,  and  increase 
cognition  and  intelligence.  "Smart  drugs"  are  often  purchased 
through  off-shore  or  overseas  pharmacies,  foreign  mail-order  firms 
and  health  food  outlets  in  the  United  States.  Occasionally,  they  are 
obtained  fraudulently  through  physician's  prescriptions  or  import- 
ed for  personal  use. 

Mr.  DuRBiN.  Does  the  FDA  approve  "smart  drugs"  before  they 
are  marketed? 

Dr.  Kessler.  FDA  does  not  approve  products  that  are  considered 
by  some  to  be  "smart  drugs"  for  the  claim  that  they  enhance 
memory  or  boost  intelligence.  There  are  a  number  of  legitimate 
drugs  that  affect  mental  conditions  and  functions  that  FDA  has  ap- 
proved to  help  correct  dysfunctional  brain  conditions  such  as  epi- 
lepsy or  dementia.  Some  mistakenly  believe  that  some  of  these 
drugs  can  somehow  elevate  normal  brain  functioning  to  a  smarter, 
"better-than-normal"  state.  However,  no  evidence  has  been  submit- 
ted to  support  such  claims.  These  drugs  are  approved  only  for  the 
treatment  of  specific  neurological  diseases  or  disorders,  and  are  not 
approved  as  "smart  drugs".  FDA  is  also  reviewing  Tacrine  for 
treating  Alzheimer's  patients. 

FOREIGN  UNAPPROVED  DRUGS 

Mr.  DuRBiN.  We  continue  to  hear  where  some  drugs,  specifically 
those  related  to  very  desperate  cases  like  Alzheimer's  or  AIDS,  are 
brought  into  this  country  and  sold,  although  illegally.  Sometimes 
these  drugs  are  being  extensively  tested  through  FDA's  drug 
review  process.  Is  FDA  taking  any  action  related  to  preventing 
these  drugs  from  entering  the  country  prior  to  your  approval? 

Dr.  Kessler.  FDA  has  issued  several  import  alerts  specifically  to 
identify  products  and  shippers  of  unapproved  drugs  to  individuals 
in  the  U.S.  because  of  commercialization  and  health  risks.  I  will  be 
happy  to  provide  for  the  record  the  list  of  import  alerts  covering 
such  actions: 

[The  information  follows:] 
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FOREIGN  UNAPPROVED  DRUGS 

List  of  Import  Alerts 

lA  #54-04  "Automatic  Detention  of  L-Tryptophan" 

lA  #54-05  "Automatic  Detention  of  Ultra  Bios  2000  Food 

Supplement  for  Weight  Loss  from  International  Health 

Organization,  Canada" 
lA  #54-06  "Automatic  Detention  of  Dr.  Johnson's  and  Dr. 

Sister  Complement  (Food  Supplement)  for  Weight  Loss  from 

Canada" 
lA  #57-04  "Immuno-Augmentative  Therapy  (lAT)" 
lA  #57-05  "Interferon" 

lA  #57-06  "Automatic  Detention  of  714X,  Cancer/AIDS  Serum" 
lA  #60-02  "Detention  of  Anabolic  Steroid  Prescription  Drugs" 
lA  #61-01  "Automatic  Detention  of  Gerovital  (KH3,HG3,  etc.)" 
lA  #62-01  "Automatic  Detention  of  Laetrile" 
lA  #66-27  "Automatic  Detention  of  Drugs  from  the  Hauptmann 

Institute,  Vienna,  Austria" 
lA  #66-28  "Automatic  Detention  of  Unapproved  New  Drugs 

Promoted  by  Dr.  Hans  A.  Nieper  of  West  Germany" 
lA  #66-41  "Automatic  Detention  of  Unapproved  New  Drugs 

Promoted  in  the  U.S.A." 
lA  #66-43  "Automatic  Detention  of  'THA'  (Investigational  New 

Drug) " 
lA  #66-44  "Automatic  Detention  of  Clozapine  (Investigational 

New  Drug) " 
lA  #66-47  "Automatic  Detention  of  Abortif acient  Drugs" 
lA  #66-48  "Automatic  Detention  of  Trrichosanthin  (Compound  Q 

for  AIDS)" 
lA  #66-57  "Automatic  Detention  of  Foreign  Manufactured 

Unapproved  Prescription  Drugs  Promoted  to  Individuals  in  the 
U.S." 

Regulatory  Procedures  Manual  Chapter  9-71  "Coverage  of  Personal 
Importations"  provides  guidance  to  district  office  for  their  use  of 
enforcement  discretion  in  releasing  unapproved  new  drugs  to 
individuals  under  certain  conditions  and  criteria. 
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Mr.  DuRBiN.  What  relationship  do  you  have  with  the  U.S.  Cus- 
toms Department  related  to  this  kind  of  activity? 

Dr.  Kessler.  FDA  provides  the  U.S.  Customs  Service  with  copies 
of  ail  Import  Alerts  identifying  our  concerns  for  products  we  be- 
lieve should  be  examined  or  detained  for  distribution  to  their  dis- 
trict and  port  offices.  When  possible,  we  will  identify  shipping  con- 
tainers used  by  foreign  suppliers  to  hold  unapproved  drugs  so  the 
Customs  Mail  Bureau  Officers  will  be  able  to  pull  them  from  entry 
for  our  examination. 

FDA's  district  offices  will  alert  their  local  Customs  offices  to 
advise  them  of  specific  products  where  extreme  health  concerns  are 
involved.  TTie  Division  of  Import  Operations  and  Policy  maintains  a 
Customs  Liaison  to  assure  communication  of  problems,  concerns, 
conditions  requiring  immediate  notification,  etc.  between  agencies. 

BLOOD  SAFETY 

Mr.  DuRBiN.  Blood  safety  continues  to  be  a  problem  in  the 
United  States.  Although  we  are  well  aware  that  FDA  has  taken 
many  steps  to  improve  blood  safety  quality  and  issues,  still  we  see 
in  the  papers  reports  of  lawsuits  involving  someone  who  contacted 
AIDS  or  hepatitis  from  supposedly  clean,  tested  blood  from  a  donor 
organization.  Can  you  give  us  a  status  report  as  to  what  you  have 
done  during  1992  and  what  you  are  doing  in  1993  to  continue  to  look 
into  this  area? 

Dr.  Kessler.  The  safety  of  blood  in  the  United  States  has  been 
greatly  enhanced  by  the  progressive  developments  that  have  oc- 
curred over  the  last  10  years.  However,  events  continue  to  occur 
that  reflect  adverse  results  of  circumstances  or  practices  that  oc- 
curred in  the  past.  For  example,  the  overwhelming  majority  of  cur- 
rent reports  of  cases  of  possible  transfusion-associated  AIDS  in- 
volved transfusions  occurring  prior  to  the  initiation  of  screening 
for  HIV  in  1985.  Despite  the  impressive  accomplishments  to  date, 
additional  challenges  remain. 

In  1992,  FDA  approved  testing  for  HIV-2,  developed  revised 
donor  qualification  procedures,  approved  new  testing  for  hepatitis 
viruses,  and  made  substantial  progress  toward  development  of  en- 
hanced quality  assurance  procedures  for  blood  banks.  In  1993,  FDA 
will  issue  its  guidance  on  quality  assurance  practices;  evaluate  ad- 
ditional testing  needs,  such  as  confirmatory  testing  for  HIV-2, 
HTLV-I,  and  other  viruses;  conduct  studies  of  procedures  to  en- 
hance donor  qualification  practices;  and  develop  and  implement  li- 
censing criteria  to  facilitate  improved  practices  in  transfusion  med- 
icine. 

BOVINE  SOMATOTROPIN 

Mr.  DuRBiN.  Dr.  Kessler,  both  the  dairy  industry  and  consumer 
groups  are  interested  in  what  FDA  intends  to  do  with  bST.  Can 
you  tell  us  when  you  intend  to  announce  a  decision  related  to  its 
use? 

Dr.  Kessler.  FDA  will  approved  a  bST  product  only  if  it  is  satis- 
fied that  all  reasonable  questions  relating  to  its  safety  and  effec- 
tiveness have  been  resolved.  That  decision  will  be  based  on  the  best 
science  available.  It  will  not  be  based  on  perceptions  of  social  or 
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economic  consequences,  positive  or  negative,  associated  with  the 
approval  of  a  bST  product.  FDA's  Center  for  Veterinary  Medicine 
has  scheduled  for  March  31,  1993,  an  open  public  meeting  of  its  ad- 
visory committee  to  provide  an  opportunity  for  discussion  of  a  bST- 
related  issue  raised  in  the  GAO  report.  The  agency  will  carefully 
consider  any  new  information  obtained  at  this  meeting  as  well  as 
the  recommendations  of  its  Advisory  Committee  before  making  any 
final  decision  to  approve  or  disapprove  any  pending  bST  applica- 
tion. How  much  time  this  will  take  will  depend  on  the  substance  of 
the  meeting. 

BACKLOG  FOR  ANDAS 

Mr.  DuRBiN.  What  is  the  backlog  for  ANDAs?  How  many  of 
them  have  been  pending  for  more  than  90  days? 

Dr.  Kessler.  At  the  end  of  fiscal  year  1992,  there  were  421 
ANDAs  pending.  The  backlog  of  overdue  applications  pending  over 
180  days  was  37  applications.  The  37  overdue  ANDAs  are  included 
in  the  421  pending  ANDAs. 

GENERIC  DRUG  SAVINGS 

Mr.  DuRBiN.  Recently,  it  was  reported  that  the  overall  price  in- 
flation from  1980  to  1992  was  around  22  percent,  while  pharmaceu- 
tical inflation  for  prescription  drugs  was  128  percent.  Do  you  have 
any  estimate  £is  to  what  the  cost  savings  to  the  American  consumer 
would  be  on  faster  approval  of  generic  drugs  by  FDA? 

Dr.  Kessler.  FDA  believes  that  generic  drugs  play  a  critical  role 
in  the  public  health  by  enhancing  the  availability  of  important 
drug  therapies.  Although  the  agency's  generic  drug  approval  pro- 
gram now  operates  efficiently,  we  very  shortly  plan  to  issue  a  new 
policy  that  would  speed  the  approval,  through  an  expedited  review, 
of  those  generic  drugs  that  are  both  economically  and  therapeuti- 
cally important  to  consumers.  While  we  do  not  have  a  quantitative 
estimate  of  these  potential  savings,  we  believe  that  they  will  be  sig- 
nificant. 

OFFICE  OF  CRIMINAL  INVESTIGATIONS 

Mr.  DuRBiN.  Just  recently,  you  started  training  a  FDA  field  force 
for  the  Office  of  Criminal  Investigations.  What  do  you  anticipate 
spending  on  the  Office  of  Criminal  Investigations  during  fiscal  year 
1993? 

Dr.  Kessler.  The  Office  of  Criminal  Investigations  was  estab- 
lished during  FY  1992  as  part  of  our  efforts  to  more  effectively  in- 
vestigate instances  of  criminal  activity  in  FDA  regulated  indus- 
tries. An  estimated  70  FTEs  and  $3.6  million  will  be  spend  in  FY 
1993.  These  costs  are  required  for  facilities,  initial  equipment,  and 
general  operating  expenses. 

Mr.  Durbin.  WTiere  will  this  staff  be  located? 

Dr.  Kessler.  Six  field  offices  are  planned  for  this  activity.  They 
will  be  located  in  New  Jersey — for  the  New  York  Metropolitan 
area,  Baltimore,  Miami,  Chicago,  Kansas  City  and  San  Diego. 
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FOREIGN  INSPECTION  PROGRAMS 

Mr.  DuRBiN.  For  the  record,  please  provide  a  table  showing  the 
resources  expended  on  foreign  inspection  programs  for  fiscal  years 
1991,  1992,  and  1993. 

Dr.  Kessler.  I  will  be  happy  to  provide  this  information  for  the 
record. 

[The  information  follows:] 


Operating 

costs         FTE  positions 
(Thousands) 


FY  1991 $385  21 

FY  1992 595  41 

FY  1993  planned 1,500  73 


VACCINE  MONITORING 

Mr.  DuRBiN.  Dr.  Kessler,  you  highlight  vaccines  as  one  of  the  up- 
coming major  issues  and  problems  for  FDA.  For  the  record,  can 
you  tell  us  what  resources  were  expended  related  to  vaccine  moni- 
toring approvals  during  fiscal  years  1991,  1992,  and  1993? 

Dr.  Kessler.  I  will  be  happy  to  provide  this  information  for  the 
record. 

[The  information  follows:] 

FUNDING  FOR  VACCINES 

[Dollars  in  millions] 


FY  1991 

FY  1992 

FY  1993 

FTEs 

Amount 

FTEs 

Amount 

FTEs 

Amount 

182 

$22.2    223 

$26.3    219 

$27.0 

IMPORT  SUPPORT  AND  INFORMATION  SYSTEM 

Mr.  DuRBiN.  How  much  did  FDA  spend  in  fiscal  year  1992  on  its 
Import  Support  and  Information  System  project? 

Dr.  Kessler.  During  FY  1992,  FDA  spent  about  $780,000,  includ- 
ing $656,000  for  contracted  development  costs  for  this  program. 

Mr.  DuRBiN.  When  do  you  expect  to  have  the  ISIS  completely  on 
line  and  up  and  running? 

Dr.  Kessler.  Currently,  an  Electronic  Entry  Project  is  in  pilot  in 
our  Seattle  District  office.  This  project  is  working  on  the  Customs 
Automated  Commercial  System — ACS-— with  some  elements  of  ISIS 
being  used  for  FDA  to  participate.  FDA  is  completing  the  program- 
ming of  an  ISIS  b£iseline  pilot  which  will  begin  operation  at  the 
end  of  FY93  in  Seattle.  The  pilot  which  will  be  joined  to  the  ACS/ 
Electronic  Entry  Project,  will  be  evaluated  for  a  minimum  of  six 
months  to  determine  software  needs  and  fixes  prior  to  expansion. 
At  the  end  of  the  evaluation  period— late  in  FY  1994,  FDA  will 
schedule  identified  software  programming  needs,  including  upgrad- 
ing ORACLE,  and  develop,  in  consultation  with  Customs,  a  reason- 
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able  timetable  for  expansion  of  the  project  across  the  country  con- 
sidering the  resources  available  at  that  time. 

IMPORT  SAMPLES 

Mr.  DuRBiN.  For  the  record,  how  many  import  samples  did  FDA 
take  during  fiscal  year  1992?  With  better  computerized  targeting, 
do  you  intend  to  take  more  samples  or  fewer  samples  in  1993? 

Dr.  Kessler.  In  FY  1992,  FDA  collected  and  physically  analyzed 
31,585  samples.  An  additional  18,884  samples  received  label  reviews 
and/or  were  documentary.  Computerized  targeting  will  not  affect 
these  numbers  but  will  better  target  samples  most  representative 
of  possible  contamination. 

RDA  FOR  FOLIC  ACID 

Mr.  DuRBiN.  A  recent  study  indicated  that  peri-conceptional  use 
of  folic  acid-containing  multivitamin  supplements  protected  against 
neural  tube  defects.  At  one  time,  FDA  was  considering  lowering 
the  U.S.  RDA  for  folic  acid  from  0.8  mg  to  0.4  mg.  What  is  the 
basis  for  lowering  this  RDA? 

Dr.  Kessler.  The  U.S.  RDA  for  folic  acid  has  been  0.4  mg  for  per- 
sons 4  or  more  years  of  age  for  many  years.  The  value  of  0.8  mg  is 
the  U.S.  RDA  for  pregnant  women. 

The  Agency's  proposal  to  use  0.2  mg — 200  meg — as  the  RDI  for 
folate  for  non-pregnant,  non-lactating  women  was  based  on  the  Na- 
tional Academy  of  Sciences'  1989  RDA  for  folate  of  0.18  or  180  meg. 
NAS  concluded  that  diets  containing  about  half  as  much  folate  as 
the  previous  NAS  RDA  maintained  adequate  folate  status.  The 
NAS's  1989  RDA  for  folate  for  pregnant  women  was  set  at  0.4  mg 
or  400  meg. 

However,  in  the  recently  published  final  rule  on  Reference  Daily 
Intakes  and  Daily  Reference  Values,  FDA  concluded  that  findings 
of  problematic  data  on  folate  intakes  and  the  possibility  that  in- 
takes of  0.4  mg  of  folic  acid  per  day  may  reduce  the  risk  of  some 
neural  tube  defects  were  sufficiently  compelling  to  justify  a  RDI  of 
0.4  mg  for  persons  4  or  more  years  of  age.  The  U.S.  RDA  for  preg- 
nant women  of  0.8  mg  has  not  been  changed.  Thus,  there  has  been 
no  lowering  of  the  RDAs  for  folic  acid. 

report  on  dietary  supplements 

Mr.  DuRBiN.  It  has  been  reported  that  FDA  has  compiled  a  task 
force  report  on  dietary  supplements.  Do  you  anticipate  releasing 
this  report? 

Dr.  Kessler.  In  1991,  FDA  established  a  Dietary  Supplement 
Task  Force  that  was  composed  of  FDA  staff  with  experience  and 
expertise  in  various  aspects  of  regulatory,  nutritional,  legal,  and 
medical  fields,  to  examine  issues  regarding  dietary  supplements 
and  to  recommend  a  potential  regulatory  framework  for  addressing 
these  issues.  The  Task  Force  took  a  fresh  look  at  dietary  supple- 
ments in  an  attempt  to  strike  a  proper  balance  between  FDA's  obli- 
gations under  the  statute  and  the  desires  of  a  substantial  segment 
of  the  public  for  dietary  supplements.  In  fulfilling  this  role,  the 
Task  Force  provided  advisory  recommendation  for  FDA,  the  regu- 
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lated  industry  and  the  consumer.  FDA  will  announce  in  the  Feder- 
al Register  within  the  next  3  months  the  availability  of  this  report. 

Mr.  DuRBiN.  What  did  this  report  cost  in  both  funding  and  man- 
power? 

Dr.  Kessler.  Approximately  one  FTE  and  $75,000  was  spent  on 
this  Task  Force. 

Mr.  DuRBiN.  In  general  terms,  what  were  the  conclusions  of  this 
report? 

Dr.  Kessler.  The  Task  Force  members  identified  safety  of  die- 
tary supplements  as  the  overriding  concern  for  FDA  in  developing 
a  regulatory  framework  for  this  class  of  products.  The  Task  Force 
also  concluded  that  the  responsibility  to  ensure  safety  of  dietary 
supplements  should  abide  with  the  manufacturer.  FDA  should  de- 
velop programs  to  audit  the  industry's  adherence  to  this  principle. 
The  Task  Force  believed  that,  with  safety  as  an  underlying  princi- 
ple, consumer's  demand  for  availability  of  products  could  be  sup- 
ported. 

NEEDLE-BEARING  DEVICES 

Mr.  DuRBiN.  Last  year,  the  Committee  asked  FDA  to  help  reduce 
the  problems  related  to  the  hazards  to  medical  practitioners  and 
patients  posed  by  needle-bearing  devices.  The  number  of  reported 
documented  or  possible  occupational  HIV  infections  doubled  since 
last  year.  What  has  FDA  done  to  address  this  problem? 

Dr.  Kessler.  As  you  know,  FDA  does  not  have  the  legal  mandate 
to  develop  the  technologies  to  address  this  problem.  FDA's  respon- 
sibility is  to  review  submissions  from  manufacturers  who  wish  to 
introduce  new  products  onto  the  marketplace  and  in  doing  so,  to 
act  as  a  facilitator  to  the  availability  of  new  technology,  not  a  road- 
block. FDA  has  already  cleared  for  marketing  more  than  90  medi- 
cal devices  to  reduce  the  occupational  exposure  to  bloodborne 
pathogens. 

FDA  can  also  act  to  stimulate  adoption  of  safer  technologies  by 
the  health  care  community.  An  example  of  this  is  the  issuance  of 
an  FDA  Safety  Alert  about  the  unnecessary  use  of  hypodermic  nee- 
dles to  connect  two  pieces  of  intravenous  equipment.  Issued  last 
April,  the  alert  pointed  out  that  exposed  hypodermic  needles  used 
in  secondary  I.V.  administration  sets  cause  six  times  as  many  need- 
lesticks  as  disposable  syringes.  The  alert  therefore  stressed  that 
hypodermic  needles  should  be  used  only  when  there  is  a  medical 
need  to  penetrate  the  skin  and  that  newly  designed  needleless  sys- 
tems or  recessed  needle  systems  should  replace  hypodermic  needles 
for  accessing  I.V.  lines. 

In  August  1992,  FDA  co-sponsored  a  conference  with  the  Centers 
for  Disease  Control  and  Prevention  and  the  Occupational  Safety 
and  Health  Administration  which  focused  on  prevention  of  device- 
mediated  bloodborne,  infections.  The  conference  provided  a  unique 
opportunity  for  dialogue  and  problem/solution  identification 
among  all  components  of  the  healthcare  system  who  have  a  part  in 
reducing  the  transmission  of  bloodborne  infections:  healthcare 
workers,  medical  device  manufacturers,  third-party  payers,  admin- 
istrators of  hospitals  and  other  health  care  institutions,  and  policy 
experts. 
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Mr.  DuRBiN.  When  will  FDA  issue  rules  and  regulations  or  estab- 
lish mandatory  performance  standards? 

Dr.  Kessler.  Currently,  FDA  is  developing  a  guidance  document 
to  aid  manufacturers  in  submitting  premarket  notifications  for 
products  which  incorporate  risk  reduction  technology.  The  docu- 
ment will  set  forth  the  criteria  we  intend  to  use  and  data  that 
must  be  submitted  in  order  to  evaluate  whether  these  devices  are 
actually  "safer"  than  devices  they  are  intended  to  replace.  The 
guidance  document  will  ultimately  form  the  basis  of  a  performance 
standard  for  needle-bearing  devices. 

Mr.  DuRBiN.  Thank  you.   Mr.  Skeen. 

Mr.  Myers.  Do  you  need  a  beer  taster? 

Mr.  Chesemore.  I  think  I  volunteered  for  that. 

Mr.  Skeen.  We  have  a  whole  panel  that  decided  we  need  a  beer 
board. 

Mr.  Myers.  Some  of  us  will  work  for  nothing. 

STAFFING  levels 

Mr.  Skeen.  Dr.  Kessler,  it  is  good  to  see  you  again,  and  thank 
you  for  being  here.  You  have  done  an  outstanding  job  through  the 
years.  I  never  cease  to  appreciate  the  kind  of  work  that  you  have  to 
do. 

I  am  a  little  concerned  about  your  staffing  levels.  Back  in  the 
1970s,  60  percent  of  your  entire  budget  was  personnel  and  benefits, 
and  you  have  had  an  erosion  of  those  people  working  for  FDA.  It 
has  been  very  difficult,  I  know,  to  find  the  kind  of  qualified  person- 
nel, because  of  the  strong  competition  and  just  the  lack  of  those 
people  in  those  fields. 

What  is  the  situation  now  with  your  personnel? 

Dr.  Kessler.  Let  me  give  you  the  number.  I  don't  have  1979  in 
front  of  me.  I  have  1981. 

Mr  Skeen  That  is  tine 

Dr.' Kessler.  In  1981,  before  AIDS,  we  had  7,779  FTEs.  The  1993 
estimate  is  8,365,  excluding  FTE  devoted  to  AIDS. 

Let  me  give  you  some  interim  numbers:  1988,  6,932;  1989,  6,926. 
So  you  go  from  77 — about  7,700  down  to  about  6,800,  and  now  we 
are  back. 

Mr.  Skeen.  At  one  time,  had  you  a  force  of  about  8,100  people 
back  in 

Dr.  Kessler.  Yes.  The  issue  is- 


Mr.  Skeen.  It  is  very  significant. 

Dr.  Kessler.  Yes,  it  is.  There  are  core  responsibilities.  We  are  re- 
sponsible for  insuring  the  safety  and  wholesomeness  of  all  foods 
except  for  meat  and  poultry.  All  drugs,  all  biologies,  all  blood,  all 
vaccines,  all  medical  devices,  all  cosmetics,  all  animal  drugs.  I 
mean,  I  watched  "60  Minutes."  I  have  jurisdiction  over  police  radar 
guns. 

The  issue  is  that  there  are 

Mr.  Skeen.  I  am  surprised  you  watch  such  a  program.  Did  you 
just  need  the  entertainment? 

Dr.  Kessler.  I  wanted  to  know  what  I  was  walking  into  on 
Monday  morning. 
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Mr.  Myers.  Try  to  stay  one  step  ahead. 

Dr.  Kessler.  The  issues  there  are  core  functions.  What  FDA  is 
about  is  being  on  the  border,  doing  inspections,  being  in  plants, 
being  in  blood  bank  donor  rooms  where  blood  is  collected  and  blood 
is  tested,  being  in  vaccine  facilities  where  vaccines  are  made.  Those 
are  core,  basic  functions,  and  those  functions  have  been  important 
for  the  last  century. 

And  those  functions — there  are  a  lot  of  additional  responsibil- 
ities. The  Chairman  mentioned  some  20-odd  statutes  over  the  last 
decade — AIDS,  generic  drugs,  medical  devices.  Those  issues,  nutri- 
tional labeling,  those  were  not  even  issues  back  at  that  time.  We 
have  had  to  take  care  of  all  those  additional  responsibilities,  criti- 
cal issues  for  the  American  public. 

And  what  has  happened  to  our  core  responsibilities?  What  has 
happened  to  the  inspection  at  the  border?  What  has  happened  to 
the  inspection  of  food  plants?  That  is  where  my  concern  is. 

USER  FEES 

Mr.  Skeen.  That  is  our  concern,  as  well,  and  we  have  to  share 
that  because  we  are  responsible  for  making  the  appropriation  re- 
quests. I  am  a  little  bit  concerned  about,  for  instance,  the  Prescrip- 
tion Drug  User  Fee  Act  of  1992  and  what  it  does  to  the  appropria- 
tions cycle,  because  you  have  to  have  a  budget  before  you  can 
decide  on  what  you  can  do  with  your  user  fees.  Am  I  not  correct? 

Dr.  Kessler.  That  is  correct. 

Mr.  Skeen.  How  does  this  play  in  the  overall  sense  in  being  able 
to  find  and  recruit  the  people  that  you  need  when  you  don't  know 
what  your  appropriation  is  going  to  be? 

Dr.  Kessler.  Let  me  let  Ms.  Veverka  comment. 

Mr.  Skeen.  I  will  not  ask  you  a  tea  question. 

Ms.  Veverka.  Thank  you.  We  are  keeping  very  occupied  in  just 
implementing  the  various  elements  of  the  statute.  We  have  a  mul- 
titude of  activities  under  way  which  will  ensure  that  when  we  do 
have  the  appropriations,  that  will  allow  us — actually  collecting 
fees,  that  our  invoicing  will  be  accurate. 

For  example,  we  have  mailed  out  comprehensive  lists  of  the 
products  and  establishments  to  over  150  companies  to  make  sure 
that  our  databases  are  accurate  for  the  invoicing  process.  We  have 
also  been  very  actively  gearing  up  to  recruit  the  additional  staff  to 
come  on  board.  There  is  a  lag  time  from  the  point  at  which  you 
start  the  recruitment  process  and  you  begin  to  see  the  people 
coming  on  board. 

Another  key  element  that  very  much  is  a  rate-limiting  step, 
when  you  look  at  the  practicality  of  how  quickly  we  can  implement 
the  statute,  is  procuring  the  space  to  house  these  people;  and  we 
are  currently  in  negotiation  with  GSA  and  an  outside  party  on  pro- 
curing those  spaces. 

We  have  many  things  under  way.  We  are  poised  to  begin  collect- 
ing fees,  begin  bringing  the  staff  on  board  to  implement  that  stat- 
ute. 

Mr.  Skeen.  What  I  am  concerned  about  is  that  there  is  some  in- 
dication from  the  administration  that  they  would  use  the  user  fees 
plan  as  a  method  of  calculating  budget  deficit  reduction,  and  as  I 
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read  the  law  that  is  not  going  to  be  possible.  What  the  idea  was  to 
speed  the  availability  of  new  drugs  and  not  to  be  applied  to  budget 
deficit  reduction;  am  I  right? 

Dr.  Kessler.  Congressman,  you  are  absolutely  correct.  The  Pre- 
scription Drug  User  Fee  Act  of  1992  requires  those  user  fees  to  be 
additive.  And  it  is  the  administration's  position  that  that  act 
should  be  implemented  as  it  was  written  and  intended  by  Congress 
for  those  user  fees  to  be  additive  on  top  of  the  base  to  go  toward 
public — to  medical  reviewers  to  help  speed  the  availability  of  new 
drugs,  to  be  able  to  get  review  time  down. 

We  have  committed  a  performance  goal  of  six  months  to  review 
a  breakthrough  drug,  12  months  to  review  a  standard  drug,  in  con- 
trast to  the  20,  22  months  that  we  currently  have  for  all  drugs 
right  now.  So  that  act  is  very  important  to  us  in  the  administra- 
tion, and  there  will  be  a  supplemental  request  to  enact  that  user 
fee  bill,  £is  written. 

Now,  beyond  that  act,  beyond  the  Prescription  Drug  User  Fee 
Act  is  the  broader  question  of  user  fees;  and  there  is  no  question 
that  this  administration  is  very  committed  to  reducing  the  deficit 
and  all  possible  ways  to  do  that  appropriately  around  the  table,  in- 
cluding additional  user  fees  beyond  the  Prescription  Drug  User  Fee 
Act  in  different  industries  that  we  regulate.  That  is  on  the  table.  It 
is  under  discussion. 

And  in  an  era  where  there  are  very  difficult  choices  to  make, 
some  think  that  the  administration  is  very  committed  to  analyzing 
and  working  with  the  Congress  to  be  able  to  go  beyond  the  Pre- 
scription Drug  User  Fee  Act  and  look  at  the  broader  picture.  But  I 
don't  think  we  want  to  confuse  the  issue. 

With  regard  to  the  Prescription  Drug  User  Fee  Act,  it  will  be  im- 
plemented as  written.  Those  user  fees  will  be  additive.  Nothing  will 
be  subtracted  from  the  base.  And  there  is  the  broader  question  of 
user  fees  in  other  industries  and  that  needs  discussion  with  the 
Congress,  obviously. 

USER  FEES 

Mr.  Skeen.  I  just  want  to  be  sure  we  are  not  shortchanging  you 
by  the  way  that  the  act  is  written  and  implemented. 

How  can  the  Administration  claim  a  savings  from  general-pur- 
pose user  fees  in  FY  1994,  when  testimony  before  this  committee 
last  year,  contained  in  FY93  Report,  p.  134,  indicated  that  it  would 
take  18  to  24  months  to  develop  a  program  to  begin  collection? 

Dr.  Kessler.  When  our  previous  testimony  indicated  that  it 
would  take  18  to  24  months  to  implement  new  user  fees,  the  as- 
sumption made  in  the  question  was  that  we  would  use  the  user  fee 
authority  in  Title  31,  and  would  have  to  implement  the  fees  by  reg- 
ulation, through  notice  and  comment  rule  making.  As  I  mentioned 
earlier,  we  are  not  looking  specifically  at  the  savings  proposal  and 
have  not  definitely  determined  the  appropriate  method  for  obtain- 
ing the  funds.  We  could,  for  example,  use  the  Prescription  Drug 
User  Fee  Act  of  1992  as  a  model.  That  Act  is  a  self-executing  stat- 
ute that  does  not  rule  making.  So  there  are  ways  to  implement 
user  fees  without  the  time  consuming  process  of  notice  and  com- 
ment rule  making.  However,  before  user  fees  could  be  expanded  to 
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areas  not  covered  by  the  1992  Act,  a  fairly  complete  piece  of  new 
legislation  would  be  needed,  preferably  one  that  did  not  require 
rule  making. 

USER  FEES  AND  ANIMAL  DRUGS 

Mr.  Skeen.  Under  the  Prescription  Drug  User  Fee  Act  of  1992 
these  user  fees  are  to  be  assessed  on  human  pharmaceuticals  only. 
Is  it  still  the  intent  of  the  FDA  to  assess  user  fees  only  on  human 
drug  applications  during  FY  1994? 

Dr.  Kessler.  The  Administrator  intends  to  proceed  with  the  col- 
lection of  user  fees  under  the  new  Prescription  Drug  User  Fee  Act 
of  1992.  As  you  know,  these  fees,  totaling  about  $54  million  in  1994, 
are  additive  to  FDA's  resource  base,  and  intended  to  provide  the 
resources  necessary  to  enhance  and  expedite  FDA's  drug  review 
process. 

In  addition  to  these  user  fees,  the  Administration,  as  part  of  a 
larger  strategy  for  dealing  with  deficit  reduction,  is  also  proposing 
additional  user  fees  of  $200  million  in  1994.  These  fees  would  re- 
place base  costs  for  FDA  in  1994.  The  President's  "Vision  for 
America"  includes  $200  million  in  budget  authority  and  $167  mil- 
lion in  outlays  from  new  user  fees.  The  details  of  these  additional 
user  fees  are  still  under  development.  More  information  will  be 
forthcoming  sometime  after  the  President's  budget  is  submitted  to 
Congress. 

Mr.  Skeen.  The  Center  for  Veterinary  Medicine  was  mandated  to 
conduct  a  feasibility  study  on  the  issue  of  user  fees  for  animal  drug 
applications,  with  a  completion  date  scheduled  for  early  calendar 
year  1994.  Is  it  your  intention  to  assess  user  fees  prior  to  comple- 
tion of  the  study? 

Dr.  Kessler.  At  this  time,  I  am  not  certain  whether  the  Adminis- 
tration will  be  submitting  legislation  for  additional  user  fees  before 
the  conclusion  of  the  feasibility  study. 

Mr.  Skeen.  Will  the  assessment  of  any  fees  require  legislative 
action  on  the  part  of  Congress? 

Dr.  Kessler.  No  decisions  have  yet  been  made  as  to  the  exact 
components  of  the  deficit  reduction  user  fees  under  consideration, 
or  whether  they  will  require  legislative  action.  I  do  not  know  yet 
when  we  will  seek  fees  for  animal  drugs. 

DRUG  PRICES 

Mr.  Skeen.  Let  me  go  to  the  question  of  the  terrible  costs  of 
drugs,  and  does  FDA  have  a  statutory  role  in  the  effective  competi- 
tion in  drug  pricing? 

Dr.  Kessler.  No,  Congressman,  we  do  not.  Our  responsibilities 
are  safety  and  efficacy.  We  have  no  authority  with  regard  to  price. 
There  are  in  certain  technology  areas,  and  often  drugs  that  we 
may  get  involved  in,  certain  cost  issues. 

Mr.  Skeen.  So  that  lies  completely  outside  the  room. 

Dr.  Kessler.  Our  job  is  to  evaluate  whether  a  drug  works  and 
whether  it  is  safe,  period,  regardless  of  its  cost. 

Mr.  Skeen.  Do  you  have  any  opinion  as  to  how  to  control  the 
costs  and  to  promote  more  competitive  pricing  in  these  pharmaceu- 
ticals? 
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Dr.  Kessler.  Congressman,  as  a  physician,  let  me  speak  personal- 
ly outside  of  my  responsibilities. 

Mr.  Skeen.  Please  do. 

Dr.  Kessler.  We  can  do  everything  possible  to  speed  the  approval 
of  drugs.  We  can  get  AIDS  drugs— if  you  look  at  AZT,  DDI,  DOT, 
we  got  those  out  in  six  months.  The  goal  is  to  provide  access  to 
people  who  need  those  drugs.  What  good  is  speeding  up  access  if  we 
rush  out  these  drugs  and  no  one  can  afford  these  drugs?  And  every 
place  that  I  go,  and  I  talk  throughout  this  country,  where  the  issue 
of  people  not  being  able  to  afford  their  medicines  is  an  absolutely 
critical  issue,  especially  for  those  on  fixed  incomes,  who  need  medi- 
cines for  their  health. 

It  is  a  very  important  issue. 

Now,  where  can  we  play  a  role?  Again,  we  are  a  scientific 
agency.  And  our  job  is:  Does  it  work?  Is  the  drug  safe?  You  know, 
we  don't  even  require  cost  data.  If  it  is  safe  and  it  works,  we  ap- 
prove it.  The  issue  of  whether  it  is  better  than  anjrthing  else  on  the 
market  or  whether  it  is  less  effective  or  more  effective,  we  don't 
even  start  collecting  that  data. 

So  the  issue,  ultimately,  of  knowing  what  to  base  decisions  on 
and  which  drugs  do  you  want  to  pay  more  for  and  which  not,  we 
don't  even  have  the  data  to  start  answering  those  kinds  of  ques- 
tions. 

Mr.  Skeen.  We  have  a  particular  sensitivity  to  this  question  of 
drug-pricing  in  border  States  like  New  Mexico,  because  they  go 
across  the  border  to  get  the  same  generic  drug  for  unrealistically 
low  prices  compared  to  what  we  have  to  pay  in  the  United  States. 

Is  there  any  control  over  that  situation  or  why  is  there  that  dif- 
ferential? 

Dr.  Kessler.  Again,  I  really  can't  answer.  I  am  just  not  in  a  posi- 
tion to.  We  don't  have  basic  records.  We  have  no  information  from 
the  pharmaceutical  industry  within  our  agency.  And  one  can  argue 
we  should  not  because  our  job  is  really  to  do  the  safety  and  efficacy 
evaluations. 

I  am  concerned,  though,  again  the  world  is  going  to  pass  us  by 
and  we  are  going  to  be  looking  at  safety  and  efficacy,  and  no  one  is 
able  to  afford  it. 

ENFORCEMENT 

Mr.  Skeen.  That  is  a  good  point. 

In  enforcement,  do  you  have  these  hard  and  fast,  specific,  set 
rules  and  procedures  regarding  the  enforcement  methods  of  compli- 
ance with  the  production  of  the  companies  that  produce  these 
pharmaceuticals? 

Dr.  Kessler.  We  have  regulations  and  we  have  very  comprehen- 
sive policy  guidelines  and  enforcement  guidelines. 

Mr.  Skeen.  Do  you  have  enough  flexibility  to  accommodate  the 

adoption  of  new  drugs,  or  is  it  pretty  much 

Dr.  Kessler.  I  believe  we  do. 
Mr.  Skeen.  You  do  have? 
Dr.  Kessler.  Yes. 
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PENDING  GENERIC  AZT  PRODUCTS 

Mr.  Skeen.  You  mentioned  in  your  testimony  last  year  you  ap- 
proved six  new  drugs  which  are  potentially  valuable  in  the  fight 
against  AIDS.  Would  you  give  me  a  status  of  any  pending  generic 
AZT  products? 

Dr.  Kessler.  There  are  currently  applications  for  generic  AZT — 
Zidovudine — ^before  the  Office  of  Generic  Drugs.  They  are  under 
active  reviews  in  the  Center  for  Drug  Evaluation  and  Research. 

Mr.  Skeen.  Is  there  any  way  of  expediting  important  drug  appli- 
cations such  as  generic  AZT? 

Dr.  Kessler.  There  is  a  mechanism  for  requesting  expedited 
review  for  any  generic  drug — including  AIDS  drugs — If  there  are 
sufficient  public  health  reasons  to  justify  it.  FDA  has  granted  expe- 
dited review  for  other  products  on  several  occasions. 

The  bottom  line  is  that  factors  outside  FDA's  control  currently 
determine  when  these  AZT  products  can  reach  the  marketplace. 
FDA  will  continue  to  give  these  and  other  generic  AZT  products  its 
close  attention  to  assure  that  the  generic  drug  review  process  does 
not  unnecessarily  delay  their  approval. 

BIOTECHNOLOGY 

Mr.  Skeen.  Dr.  Kessler,  last  year  we  talked  about  how  the  bio- 
technology revolution  in  this  country  is  continuing  to  gather  mo- 
mentum. You  mentioned  this  as  one  of  your  challenges.  I  under- 
stand the  technology  has  immense  significance  for  the  future  of 
FDA,  in  regulated  products,  as  companies  seek  to  license  a  new 
generation  of  vaccines,  drugs,  foods  and  diagnostic  devices.  What 
are  your  plans  to  handle  this  increase  of  new  biotechnology  prod- 
ucts? 

Dr.  Kessler.  FDA  has  initiated  a  number  of  improvements  in  the 
Agency's  review  process  to  handle  the  expected  increase  in  new 
biotechnology  products.  These  include  enhancing  project  manage- 
ment, reorganizing  several  Centers,  and  refining  internal  and  ex- 
ternal scientific  collaborations.  Other  changes  are  underway,  such 
as  expanding  the  use  of  management  information  systems  technol- 
ogies and  improving  the  use  of  expert  advisory  committees.  We  rec- 
ognize that  the  key  to  addressing  the  biotechnology  revolution  is 
having  an  adequate  number  of  well-qualified  reviewers.  The  goal  of 
the  Prescription  Drug  User  Fee  Act  of  1992  is  to  substantially 
reduce  the  review  time  for  drug  applications  at  FDA.  Subject  to  ap- 
propriations acts,  this  Act  will  provide  for  an  additional  600  re- 
viewers over  the  next  five  years  in  our  Biologies  and  Human  Drug 
Programs.  These  factors  also  represent  a  valid  approach  to  enhanc- 
ing the  Agency's  capabilities  to  meet  increasing  workloads  in  other 
program  areas. 

Mr.  Skeen.  I  have  no  more  questions  and  thank  you  for  your  re- 
sponses. 

Mr.  DuRBiN.  Thank  you,  Mr.  Skeen. 

Mr.  Thornton. 

NCTR 

Mr.  Thornton.  Thank  you  very  much,  Mr.  Chairman. 
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Dr.  Kessler,  it  is  good  to  see  you  again.  Congratulations  on  con- 
tinuing to  head  this  agency.  I  really  enjoyed  the  last  visit  we  had, 
not  quite  two  years  ago,  in  Little  Rock,  where  you  were  con- 
cerned— as  you  should  have  been — about  the  recent,  at  that  time, 
report  of  the  Advisory  Committee  on  the  FDA  as  to  whether  the 
National  Center  for  Toxicological  Research  had  lost  its  way  and 
needed  to  be  refocused.  I  enjoyed  the  meeting  very  much. 

Mr.  Bill  Bowen,  who  was  then  the  Governor's  Chief  of  Staff,  and 
several  of  us  met  together  and  then  went  down  to  the  facility  to 
review  it. 

I  think  that  my  impression  is  you  have  done  a  great  deal  of  good. 
I  was  impressed  at  that  time  by  the  analytical  way  in  which  you 
outlined  the  projects  that  you  wanted  to  focus  upon  and  what 
should  be  done  at  the  National  Center,  but  can  you  tell  me  how 
that  work  is  coming  along? 

Dr.  Kessler.  I  certainly  can.  Congressman,  and  let  me  turn  to 
my  colleague.  Dr.  Henney,  and  then  to  an  individual  who  has  done 
a  remarkable  job  in  heading  that  center  up  for  the  last  year,  Art 
Norris. 

I  sat  on  that  Edwards  committee.  And  to  put  it  blimtly,  I  didn't 
agree  with  the  Edwards  committee.  I  got  kicked  off  that  Edwards 
committee  when  I  got  nominated,  so  it  gave  me  some  distance. 
That  committee,  some  members  of  that  committee  said:  Gee?  What 
is  going  on  at  NCTR  really  isn't  related  to  the  value  of  what  FDA 
does  and  we  need  to  think  whether  it  really  has  value  for  the 
agency.  I  disagreed  with  that. 

I  went  down  and  spent  time  down  there,  and  I  saw  some  prob- 
lems. 

Mr.  Thornton.  Yes. 

Dr.  Kessler.  But  those  problems  needed  to  be  fixed, 

Mr.  Thornton.  A  fabulous  facility. 

Dr.  Kessler.  It  is  a  wonderful  facility  and  a  toxicological  re- 
source for  this  Nation,  but  what  we  needed  to  do  was,  we  needed  to 
integrate  that  center  into  the  workings  of  the  FDA  so  it  was  rele- 
vant to  FDA  research  questions,  regulatory  questions,  that  would 
help  answer  questions— in  the  middle  of  night  when  we  get  called 
and  our  phone  rings — that  we  have  the  answer;  and  how  do  we  tie 
that  center  into  helping  us  do  our  job?  And  that  is  what  the  last 
year-and-a-half  has  been  about. 

Let  me  turn  to  Dr.  Henney  and  let  her  outline  in  general  and 
just  to  introduce  our  Art  Norris, 

Mr.  Thornton.  Thank  you. 

Dr.  Henney.  I  think  that  activity  of  integration  of  the  NCTR,  the 
National  Center  for  Toxicological  Research,  is  a  real  success  story 
for  the  agency.  It  was  just  some  two  short  years  ago  when  that 
mandate  was  given. 

I  have  been  around  a  lot  of  research  institutions  in  this  country 
and  to  turn  the  direction  of  an  established  research  center  is  not 
easy.  But  both  that  center  took  that  mandate  seriously,  as  did  the 
other  centers  of  the  agency,  and  strong  collaboration  started  to 
build  among  the  working  scientists,  really  at  the  grassroots  of  the 
agency,  and  we  had  seen  numerous  results  come  from  that  collabo- 
rative work. 
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This  past  year,  under  Mr.  Norris's  leadership,  I  think  that  we 
have  taken  even  a  bigger,  giant  step  in  terms  of  the  strong  integra- 
tion of  the  NCTR  into  the  workings  of  the  agency.  Having  it  really 
undergird,  and  having  it  be  called  upon  by  the  agency  to  serve  as  a 
research  focus  and  end  point  for  the  agency,  we  have  reinvigorated 
the  external  science  advisory  board  that  serves  that  center.  These 
are  scientists  that  are  external  to  our  agency  so  that  we  do  have 
strong  peer  review  of  the  scientific  quality. 

Mr.  Thornton.  Is  Dr.  Richard  Setlow  still  the  Chair? 

Dr.  Henney.  He  is.  They  are  kind  of  marching  through,  lab  by 
lab,  and  giving  a  review  of  each  of  the  laboratories  at  the  center. 
And  related  to  that,  at  their  last  meeting,  we  had  a  pre-meeting 
with  all  of  the  center  directors  from  the  agency  present,  as  well  as 
the  senior  scientists  from  the  NCTR,  talking  and  describing  and 
coming  to  grips  with  this  whole  issue  of  the  strong  integration  of 
all  of  the  other  centers'  programs.  I  think  that  that  has  really  cap- 
stoned  a  year  of  tremendous  progress  for  us. 

We — I  think  I  have,  as  Dr.  Kessler  said,  enjoyed  very  strong  sup- 
port for  that  center  under  the  leadership  of  Mr.  Norris,  who  is  its 
best  advocate,  promoter;  and  I  think  he  not  only  works  well  for  us 
on  behalf  of  the  agency,  but  is  a  very  active  member  of  that  com- 
munity, to  try  to  draw  on  the  strengths  of  the  community  in  terms 
of  both  community  leadership  and  from  the  university. 

So  we  have  strong  ties  there  as  well. 

Mr.  Thornton.  In  that  regard,  might  I  just  ask  whether  you  are 
going  to  continue  to  develop  the  relationships  with  the  University 
of  Arkansas  for  Medical  Sciences,  the  University  of  Arkansas  at 
Pine  Bluff,  and  the  associated  Universities  for  Toxicological  Re- 
search, which  was  a  pioneering  partnership  between  this  laborato- 
ry, this  center,  and  the  academic  institutions  closest  to  home? 

Dr.  Henney.  I  think  Mr.  Norris  could  probably  answer  that  from 
a  stronger  first-hand  perspective.  What  I  see  happening  is  a  rela- 
tionship building,  again  both  at  an  institutional  level  and,  as  im- 
portantly, at  a  scientific  level,  with  collaborations,  with  many  of 
those  institutions — investigators  from  many  of  those  institutions 
now  doing  collaborative  work  with  some  of  our  scientists. 

Again,  we  always  need  to  make  sure  that  they  are  projects  also 
of  interest  to  the  agency. 

Mr.  Thornton.  Absolutely. 

Dr.  Henney.  But  I  see  that  that  relationship  is  very  strong. 

We  have  also  formed  a  search  committee  for  the  permanent  di- 
rector of  the  center,  and  I  have  asked  the  Dean  of  the  Medical 
School,  as  well  as  the  Chancellor  of  the  University — I  believe  it  is 
UAPB;  is  that  right? 

Mr.  Norris.  University  of  Arkansas  at  Pine  Bluff. 

Dr.  Henney  [continuing].  To  sit  on  that  search  committee.  So  they 
really  are  moving  forward  with  us  as  we  make  that  critical  selec- 
tion for  the  center. 

Art? 

Mr.  Norris.  Mr.  Thornton,  as  you  are  aware,  the  relationship 
with  the  University  of  Arkansas  for  Medical  Sciences,  the  Universi- 
ty of  Arkansas  at  Pine  Bluff,  and  also  the  consortium  that  has 
been  put  together  with  some  40  schools  around  the  country  to  help 
us  look  at  the  toxicological  research  program  and  make  that  rele- 
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vant  is  extremely  important  to  us,  and  will  grow  and  will  continue 
to  grow. 

We  have  established  committees  with  each  of  those  institutions 
that  meet  regularly.  We  have  set  agendas  for  our  work  together, 
and  we  see  as  our  responsibility  to  help  my  colleagues  within  the 
agency  utilize  science  to  develop  technology  to  help  protect  the  con- 
sumer. The  work  at  the  NCTR  is  largely  devoted  to  animal  re- 
search and  work  with  microorganisms  in  order  to  do  this;  so  work 
with  UAMS,  for  instance,  which  is  a  clinical  institution,  helps  us 
focus  on  the  human  health  effect  end  point.  So  it  is  critical  to  us 
and  our  success,  and  we  will  continue  to  make  that  happen. 

TECHNOLOGY  TRANSFER 

Mr.  Thornton.  Thank  you,  Mr.  Norris. 

Dr.  Kessler,  one  of  my  continuing  interests  has  been  harnessing 
our  inventive  genius  to  the  marketplace  and  moving  research  as 
rapidly  as  possible  into  the  marketplace.  While  I  recognize  and  I 
am  proud  that  you  also  have  recognized  and  have  stated  that  as  a 
regulatory  agency,  you  have  been  sure  you  keep  at  arm's  length 
from  developments  in  technology  and  do  not  favor  one  over  an- 
other. Still,  are  there  some  things  that  can  be  done  to  help  us  move 
more  quickly — for  instance,  you  mentioned  the  fast  success  with 
approval  of  drugs? 

Is  it  possible  to  have  some  operations  in  which  the  private  sector 
becomes  involved  in  the  early  development  and  some  reduction  in 
costs  as  a  result  of  being  able  to  move  these  drugs  through  quickly? 
These  CRADAs  and  products,  not  just  drugs. 

Dr.  Kessler.  Dr.  Henney,  why  don't  you  talk  about  the  14 
CRADAs  that  we  have  already  done. 

Dr.  Henney.  The  agency  does  enter  into — from  time  to  time,  into 
Cooperative  Research  and  Development  Agreements.  I  think  the 
NCTR  in  terms  of  sheer  numbers  of  those  kinds  of  agreements  over 
the  years  has  been  the  most  active  participant;  by  its  very  nature, 
it  has  been  confined  to  being  a  research  institution  and  has  not 
been  engaged  in  the  review  of  products.  And  so  our  sensitivities 
there  in  terms  of  our  reviewers,  our  mainline  centers  that  have 
review  responsibilities,  perhaps  don't  have  to  be  as  great;  and 
therefore,  the  numbers  have  been  more  down  in  that  center. 

But  we  do  have  such  agreements  within  the  Center  for  Biologies, 
Center  for  Health,  and  a  particular  highlight  in  terms  of  a  CRADA 
development  has  been  the  Moffett  Center  that  our  Center  for  Food 
Safety  and  Applied  Nutrition  participates  in. 

We  see  this  at  the  agency,  this  joining  together  of  our  agency — 
sometimes  university  and  sometimes  industry — as  being  pivotal 
points  to  better  utilize  our  expertise  to  some  end  in  terms  of 
moving  products  along. 

Mr.  Thornton.  Recognizing  that  we  are  in  one  world  and  that  it 
does  help  all  of  us  if  we  can  help  develop  competitive  capabilities 
in  the  manufacture  of  products,  is  that  a  fair  statement? 

Dr.  Kessler.  It  is  very  fair,  Congressman. 
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FACILITIES 


Mr.  Thornton.  One  final  line  of  questioning  which  pursues  that 
which  the  Chairman  mentioned  is  the  importance  of  consolidation, 
not  only,  it  seems  to  me,  in  terms  of  physical  facilities,  but  analyti- 
cal capabilities — combining  at  one  place  analytical  capabilities  that 
might  be  needed  for  food  safety. 

Recently  the  Secretary  of  Agriculture,  in  talking  with  people  at 
the  University  at  Pine  Bluff,  remarked  that  analytical  laboratories 
were  very  important  to  food  safety  and  indicated  informally  that 
such  cooperative  efforts  might  be  useful.  Do  you  have  any  thought 
on  that? 

Dr.  Kessler.  We  are  very  dependent  on  that  kind  of  analytical 
capability.  If  there  is  a  tampering,  we  have  to  go  through  those 
products  to  see  whether  there  is  any  evidence.  We  have  to  have 
that  analytical  capability.  If  there  is  an  adulterant,  if  there  is  a 
contaminant,  or  it  has  decomposed,  where  are  we  going  to  make 
that  determination? 

Let  me  ask  Carol  Scheman,  who  is  working  hard  on  a  consolida- 
tion of  facilities  and  the  capability,  not  only  for  headquarters  but 
throughout  our  51  district  offices. 

Ms.  Scheman.  We  have  been  working  hard  with  our  colleagues 
and  with  the  Maryland  delegation,  in  particular,  about  headquar- 
ters consolidation.  We  moved  through  a  negotiation  with  0MB  and 
GSA,  and  that  didn't  get  us  exactly  where  we  needed  to  go.  We  are 
back  to  the  table. 

We  are  working  through  that  again,  and  we  are  hopeful  that  we 
can  move  forward  shortly.  We  believe  that  there  will  be  some  pro- 
posal in  the  GSA  budget  in  fiscal  year  1994  to  keep  the  project 
moving. 

We  are  particularly  concerned,  however,  about  each  of  our  dis- 
trict facilities,  and  we  have  had  some  significant  problems  with 
modernizing  those  facilities  and  being  sure  that  those  labs  are,  in 
fact,  able  to  respond  quickly  to  emergencies;  and  the  appropriation 
for  that  h£is  run  into  some  real  problems  in  terms  of  who  funds 
those  facilities  and  how  we  maintain  them  as  state  of  the  art.  That 
is  a  real  problem  for  us. 

NCTR  FACILITY  USE 

Mr.  Thornton.  Has  there  been  consideration  given  to  using  the 
excellent  facilities  at  the  National  Center  as  a  part  of  that  effort? 

Dr.  Henney.  Some  of  what  is  going  on  internally  at  the  agency 
are  discussions  right  now  between  some  of  our  field  labs  under  the 
Office  of  Regulatory  Affairs  and  NCTR,  knowing  that  we  have  tre- 
mendous strength  in  terms  of  analytical  methodology  development 
and  analytical  capabilities  and  seeing  if  that  might  serve  as  a  po- 
tential source  for  some  of  the  field  laboratories  as  well. 

Mr.  Thornton.  And  lifting  our  view  a  bit  farther  into  the  future, 
the  possibility  of  doing  that  in  connection  with  other  agencies  who 
are  also  interested  in  food  safety,  like  the  Department  of  Agricul- 
ture, EPA— is  that  visionary?  Is  that  something  that  is  worth  striv- 
ing for?  How  do  you  relate  to  that? 

Dr.  Henney.  Certainly  we  have  to  keep  that  in  mind;  it  is  clear 
that  you  have  a  vision.  I  think  that  we  have  not  had  those  precise 
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kinds  of  discussions  yet,  but  I  think  that  the  strength  of  science 
that  resides  here  is  something  that  we  can  make  a  contribution  to. 

Mr.  Thornton.  Tliank  you  very  much  and  thank  you  again,  Dr. 
Kessler.  It  was  a  pleasure  to  see  you. 

Mr.  DuRBiN.  Ms.  DeLauro. 

TAXOL 

Ms.  DeLauro.  Thank  you  very  much,  Mr.  Chairman. 

And  it  is  a  pleasure  to  see  you.  Dr.  Kessler.  My  congratulations 
to  you  on  your  appointment. 

Let  me  also  congratulate  you  on  the  FDA  and  getting  Taxol  ap- 
proved as  quickly  as  it  was.  I  think  you  know  that  I  have  a  real 
interest  in  this  Taxol  and  its  future,  given  my  own  experience.  Just 
a  couple  of  quick  questions  on  this. 

The  Agriculture  Research  Service  was  here  last  week.  They  are 
doing  some  work  on  Taxol  and  looking  into  the  ornamental  yew  as 
a  potential  possibility  for  increasing  the  amount  of  Taxol  that  we 
can  produce,  because  we  could  use  all  the  yews  in  the  world  and 
not  get  to  what  we  need.  I  wanted  to  know  if  you  were  working 
with  them. 

Is  the  FDA  involved  in  the  continued  efforts  on  developing  viable 
alternatives  for  Taxol? 

Dr.  Kessler.  Absolutely,  Congresswoman.  This  is  the  first  drug 
that  we  actually  had  to  do  a  full-scale  environmental  assessment 
on,  and  we  worked  very  closely  with  our  colleagues  in  the  other  de- 
partments to  be  able  to  do  that.  We  are  moving  rapidly  to  be  able 
to  find  other  sources  than  the  Pacific  yew — and  that  is  going  well — 
so  the  availability  of  the  drug  to  all  patients  who  need  that  drug 
can  be  assured  without  unduly  compromising  any  environmental 
ecosystem. 

Dr.  Peck,  who  is  the  director  of  our  Center  for  Drugs,  you  wanted 
to  add  something? 

Dr.  Peck.  Yes,  I  would. 

As  it  turned  out  during  the  review  process,  which  we  accom- 
plished in  5  months 

Ms.  DeLauro.  I  was  going  to  ask,  is  that  the  length  of  time  in 
terms  of  getting  Taxol  to  the  market? 

Dr.  Peck.  Right.  During  that  process  we  worked  closely  with  the 
Forest  Service,  the  President's  Council  on  Environmental  Quality, 
the  National  Cancer  Institute,  the  sponsor,  Bristol-Myers,  Hauser 
Chemical  Company,  and  the  FDA  General  Council  to  craft  a  solu- 
tion to  the  supply  problem  that  would  allow  this  early  approval. 
And  there  is  continued  interaction  in  the  meantime. 

It  might  interest  you  to  know  that  some  of  our  own  research  in- 
ternally is  yielding  a  possibility  that  is  quite  fascinating.  Some- 
times, when  you  give  two  drugs  simultaneously,  one  drug  will 
affect  the  metabolism  of  another  drug.  Sometimes  that  can  cause 
injury,  as  we  learned  last  year  with  the  concurrent  use  of  the  anti- 
fungal drug,  ketaconazole,  and  a  well-known  antihistamine,  Sel- 
dane.  It  caused  some  injuries,  and  we  sent  an  alert  out  to  physi- 
cians to  warn  them  about  that. 

It  turns  out,  in  the  case  of  Taxol,  that  other  drugs  may  slow  the 
metabolism  of  Taxol  and  might  thereby  allow  lower  doses  of  Taxol 
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to  be  equally  effective,  and  we  are  working  with  the  National 
Cancer  Institute  to  look  into  that  avenue  along  with  all  of  the  basic 
bulk  supply  issues. 

Ms.  DeLauro.  Well,  I  am  delighted.  The  whole  issue  of  pricing  is 
important  as  well — so  that  the  need  for  the  increased  production  is 
done  as  quickly  as  we  can  in  order  to  make  it  available,  as  you  elo- 
quently pointed  out  before.  It  is  wonderful  if  we  do  it,  but  if  we 
can't  afford  to  get  to  it,  then  it  is  of  no  real  value. 

You  talked  about  a  five-month  process.  How  long  does  it  usually 
take  to  bring  a  drug  to  the  market? 

Dr.  Kessler.  If  you  can — any  guesses?  People,  you  know,  think  it 
takes  10  years,  that  things  are  sitting  on  our  desks  for  10  years. 
And  that  is  just  wrong.  We  have  learned — ^breakthrough  drugs,  im- 
portant drugs,  drugs  that  really  can  benefit  a  patient,  are  given 
our  highest  priority. 

The  average  time  for  FDA  to  review  an  application  for  an  oncolo- 
gy drug  in  the  last  year  or  two  is  less  than  10  months.  The  average 
time  for  an  AIDS  drug  is  about  five  months.  Now,  if  you  add  all 
drugs  together,  including  nonbreakthrough  kinds  of  drugs,  you  end 
up  at  20  months.  But  for  important  drugs,  we  have  a  very  strong 
commitment  to  accelerating  that  review. 

There  is  no  better  example.  Taxol  is  the  way  it  should  work.  And 
what  the  Prescription  Drug  User  Fee  Act  allows  us  to  do  is  to  do 
all  breakthrough  drugs  like  we  did  Taxol  and  to  do  all  standard 
drugs  within  12  months, 

SCLERODERMA 

Ms.  DeLauro.  Again,  I  congratulate  you  on  that  effort.  I  look  for- 
ward to  keeping  in  touch  with  you  on  the  continued  efforts. 

Let  me  move  to  another  area.  Dr.  Kessler,  which  you  and  I  have 
talked  about  before,  and  that  is  the  disease  of  progressive  sclero- 
derma, which  is  afflicting  thousands  and  thousands  of  people  and 
particularly  women  of  childbearing  age.  As  you  know,  we  had  a 
medical  device  that  was  put  together  at  Yale  tlniversity,  photopho- 
resis.  We  have  run  into  the  difficulty  of  that  not  being  approved. 
The  company  has  withdrawn  its  application. 

That  treatment  for  scleroderma — and  at  that  particular  hospital 
I  understand  it  is  $5,000  per  treatment  because  of  no  FDA  approval 
on  this  device.  People  cannot  get  insured,  and  I  do  know  of  two 
cases  in  particular  where  women  have  had  to  stop  the  treatment. 
And,  as  you  know,  again,  it  is  progressive  and  does  result  in  death. 

I  want  to  talk  again  about  the  length  of  time  involved  in  getting 
FDA  approval  on  the  process,  where  this  stands  at  the  moment. 
Where  are  we  going  to  go  on  this  issue? 

Dr.  Kessler.  Let  me  let  Dr.  Peck  comment  in  a  moment. 

Let  me  tell  you  a  little  bit  about  the  issue.  In  the  end,  we  are 
only  going  to  be  as  good  as  the  data  that  comes  into  the  agency. 

The  reason  we  were  able  to  move  Taxol  is  that  the  studies  that 
were  done  on  Taxol  showed  that  Taxol  worked.  And  you  present  it 
to  a  set  of  scientific  experts  who  have  no  interest  in  the  product, 
and  they  look  at  the  study.  When  the  data  is  there,  it  shows  that 
something  works.  We  can  move  that  product  out,  and  that  is  what 
we  need. 
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The  unfortunate  part  about  the  photophoresis  issue  involving 
scleroderma  was  that  the  studies  that  were  presented  to  the  best 
experts  we  had  did  not  show  in  any  convincing  way  that  the  ther- 
apy worked.  And  what  we  have  done,  because  there  is  promise 
there,  was  to  sit  down  and  work  with  the  sponsor,  to  work  with  the 
scientists  that  you  mentioned,  in  making  sure  that  the  study  is 
adequately  designed.  That  study  is  up.  It  is  running.  It  is  in  place. 
And  it  will  answer  the  questions  that  we  have — that  we  think  need 
to  be  answered. 

We  are  strong  proponents.  The  cruelest  thing  is  to  put  out  thera- 
pies that  don't  work — the  one  thing  we  can't  afford.  When  we  talk 
about  the  whole  debate  about  health  care  reform,  the  one  thing 
that  we  have,  the  one  thing  that  does  work  in  this  country — drugs 
are  expensive,  but  when  they  are  on  the  market  in  this  country  at 
least  we  are  pajdng  for  drugs  that  work. 

Go  abroad.  Can  you  find  drugs  that  work  for  Alzheimer's?  That 
are  on  the  market  for  Alzheimer's  disease?  In  certain  European 
countries  there  are  30,  40  drugs  that  are  sold  for  Alzheimer's  dis- 
ease. Do  any  of  them  work?  No. 

Imagine  what  our  health  care  budget  would  be  if  we  started 
paying  for  products  that  didn't  work.  The  issue  is  what  do  you  do 
in  the  interim?  What  do  you  do  while  you  are  waiting  for  the  data? 
Especially  when  people  don't  have  time  to  wait.  And  that,  obvious- 
ly, is  something  that  concerns  us.  There  is  no  reason,  from  our 
standpoint,  why  insurance  companies  should  not  cover  it  if  the  pa- 
tient has  no  alternative. 

Again,  I  can't  mandate  that  insurance  coverage,  but  I  have  said 
repeatedly  in  cases  of  life-threatening  diseases  or  serious  diseases — 
those  kinds  of  therapies  should  be  reimbursed.  But,  in  the  end, 
Congresswoman,  I  need  the  data.  I  need  to  show  it  works.  And  we 
are  on  our  way  to  get  the  data  once  and  for  all  on  that  product. 

Ms.  DeLauro.  I  understand  that.  Dr.  Kessler,  and  I  don't  want  to 
take  this  committee's  time  with  this  specific  issue.  But  I  would  like 
to  get  some  questions  to  you. 

But — in  fact,  there  is  a  long  history  here,  has  to  do  with  Chair- 
man Dingell's  Committee  on  Energy  and  Commerce  last  year 
where  the  discussion  was  of  why  it  didn't  get  approved,  what  the 
oversight  was,  who  was  reviewing  the  data.  And,  as  I  say,  I  do  not 
want  to  take  this  committee's  time  to  do  that,  but  I  do  want  to 
pursue  with  you  and  with  the  FDA  where  we  are  going  on  the 
issue  of  progressive  scleroderma  and  why  it  is  taking  so  long  for 
there  to  be  some  approval  here  and  whether  that  has  to  do  with 
personnel  or  whether  that  has  to  do  with  the  quality  of  the  studies. 

Clearly,  I  want  the  quality  of  the  studies  to  be  what  they  need 
because  the  last  thing  we  want  to  do  is  to  have  therapies,  as  you 
say,  that  don't  work.  But  if  there  are  some  other  nuances  here,  if 
there  are  some  other  underlying  causes  for  this — I  want  to  get  at 
it,  I  want  to  see,  as  I  am  sure  that  you  do,  that  there  is  an  ap- 
proved medical  device  to  save  the  lives  of  thousands  and  thousands 
of  people,  particularly  women  of  childbearing  age,  who  are  being 
struck  with  this  disease. 

So  I  won't  pursue  it.  I  will  get  questions  to  you,  and  I  hope  to 
continue  the  dialogue  on  this  to  try  to  get  to  the  bottom  of  it. 

[Additional  questions  and  responses  for  the  record  follow:] 
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Photophoresis 

Ms.  DeLauro.  I  have  been  extremely  disturbed  by  the  FDA's  handling  of  the  ap- 
plication for  approval  of  photophoresis  as  a  treatment  for  progressive  scleroderma. 
The  original  application  for  approval  of  photophoresis  for  the  treatment  of  progres- 
sive scleroderma  was  filed  in  January,  1988.  Although  the  FDA  had  approved  the 
clinical  study  undertaken  for  the  approval  of  photophoresis,  the  Agency  later  ruled 
that  the  design  of  the  clinical  trials  was  inadequate  and  would  have  to  be  redone. 
Finally,  in  1992,  due  to  continued  delays  and  frustration,  the  Therakos  company  re- 
voked their  application  for  approval  of  this  therapy.  In  February  1992,  Chairman 
John  Dingell  of  the  Energy  and  Commerce  Committee  held  hearings  on  this  issue, 
and  charged  the  FDA  with  seriously  mismanaging  this  application.  In  retrospect, 
could  the  FDA  have  done  a  better  job  with  the  photophoresis  application? 

Response.  Both  Therakos  and  FDA  have  been  working  to  improve  our  interaction. 
Therakos  has  hired  a  physician  with  whom  FDA  has  worked  extensively  to  resolve 
differences  of  opinion  regarding  the  study  protocol.  In  addition,  FDA  is  working  to 
expedite  the  development  of  guidelines  for  testing  products  intended  to  treat  sclero- 
derma. 

Ms.  DeLauro.  Has  the  FDA  taken  any  action  to  assist  Therakos  or  any  other 
company  in  submitting  a  new  application  for  this  treatment? 

Response.  FDA  has  spent  approximately  170  hours  of  staff  time  working  with 
Therakos.  In  addition,  FDA's  Arthritis  Advisory  Committee  discussed  scleroderma 
protocols  and  photophoresis  at  its  September  22-23,  1992  meeting.  We  also  have 
been  working  with  Dr.  Philip  Clements  at  UCLA,  who  has  an  IND  and  an  Orphan 
Products  Grant,  on  a  scleroderma  protocol  using  Penicillamine  and  with  another 
sponsor  on  a  product.  Because  of  commercial  confidentiality,  we  cannot  be  more  spe- 
cific on  the  matter. 

FDA  has  granted  INDs  to  individual  physicians  interested  in  using  8-MOP  photo- 
phoresis on  single  scleroderma  patients,  in  these  cases,  the  physician  and  patient 
have  worked  out  an  arrangement  with  Therakos  for  supplying  the  materials  needed 
for  photophoresis. 

Ms.  DeLauro.  I  was  particularly  interested  in  one  statement  included  in  your 
written  testimony.  On  page  10,  you  state  "what  the  industry  really  wants  ...  is 
evidence  of  predictability  restored  to  our  review  process — a  reasonable  expectation 
of  just  how  long  our  review  will  take,  and  what  they  can  expect."  I  couldn't  agree 
with  you  more  on  this  statement.  In  my  view,  this  is  exactly  what  was  lacking  in 
the  photophoresis  review.  Has  the  FDA  come  forward  with  new  guidelines  so  that 
companies  like  Therakos  can  see  this  evidence  of  predictability — to  know  what  they 
have  to  do  smd  what  they  can  expect  on  applications  for  treatments  like  photophore- 
sis? 

Response.  Guidelines  for  scleroderma  studies  are  under  development.  Developing 
guidelines  for  a  specific  disease,  such  as  scleroderma,  is  a  long  process  involving  ex- 
perts from  around  the  country  meeting  to  discuss  their  experiences  with  clinical 
trials  on  scleroderma.  FDA  prefers  guidelines  to  be  drafted  primarily  by  recognized 
experts  without  financial  conflicts  of  interest  with  input  from  FDA  to  ensure  that 
the  standards  for  approval  are  consistent  with  those  of  other  drug  groups  and  with 
statutory  and  regulatory  requirements. 

Within  the  arthritis  disease  drug  group,  FDA  traditionsdly  uses  the  Arthritis  Ad- 
visory Committee  to  develop  guidelines  through  an  open  dynamic  process.  Because 
the  pace  of  scientific  progress  causes  most  guidelines  to  be  outdated  before  they  are 
published,  it  is  important  for  sponsors  to  attend  group  meetings  of  investigators  in 
various  diseases,  such  as  the  meetings  of  FDA's  Arthritis  Advisory  Committee,  in 
order  to  be  aware  of  the  current  thinWng  in  that  clinical  £U-ea. 

The  American  College  of  Rheumatology  has  formed  a  Committee  on  Design  and 
Response  Parameters  in  Clinical  Trials  in  Systemic  Sclerosis — Scleroderma — which 
is  working  on  guidelines  for  scleroderma  studies.  "The  Committee  also  includes  mem- 
bers from  the  American  Academy  of  Dermatology,  the  National  Institute  of  Arthri- 
tis and  Musculoskeletal  and  Skin  Diseases  at  NIH,  and  FDA.  The  Committee  ex- 
pects to  have  guidelines  available  sometime  this  year. 

It  is  important  to  note  that  following  guidelines  does  not  necessarily  ensure  a  con- 
clusive result  from  a  study.  Studies  with  borderline  results  are  difficult  for  anyone 
to  interpret.  When  the  results  of  a  small  study  are  equivocal,  a  sponsor,  FDA  adviso- 
ry committee,  or  reviewer  asks  "Does  the  treatment  work  only  in  certain  patients?" 
"Does  the  treatment  work  only  sometimes  but  for  many  patients?"  "Does  the  treat- 
ment work  only  sometimes  but  for  many  patients?"  How  do  we  know  when  it  will 
work?" 
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Finally,  FDA  asks  "Should  we  approve  such  treatments  when  we  can  give  physi- 
cians no  assurance  of  how  often  or  when  the  treatment  will  work,  or  for  how  long?" 
"Is  it  worth  whatever  risks  might  be  imposed  on  the  patient?" 

We  appreciate  your  interest  in  this  disease  and  in  studies  of  scleroderma.  We 
assure  you  that  FDA  has  done  everything  possible  to  improve  communication  with 
Therakos.  We  now  are  communicating  regularly  and  responsively  with  Therakos 
and  are  hopeful  that  the  ongoing  study  is  em  acceptable  design  for  demonstrating 
effectiveness. 

Alzheimer's  treatment 

Let  me  raise  another  issue,  which  is  Alzheimer's,  which  you 
brought  up.  Clearly,  that  is  one  of  the  most  devastating  diseases 
that  we  do  have.  I  understand  that  my  colleague,  David  Price,  was 
involved  in  the  questioning  for  the  last  couple  of  years  on  where 
we  are  with  Cognex  and  the  process  of  bringing  that  to  market. 
And  I  need  to  hear  from  you  what  the  status  is  and  where  it  is 
going. 

As  I  understand  it,  that  would  be  the  first  product,  if  it  gets  ap- 
proved here,  to  deal  with  Alzheimer's  disease  in  this  country. 

Dr.  Kessler.  In  1991,  Warner-Lambert  came  in  and  presented 
data  on  Cognex  to  an  advisory  committee.  That  advisory  committee 
did  not  see  any  meaningful  clinical  benefit  from  the  data  that  was 
presented  to  it.  It  did  see  certain  reasons  to  suggest  strongly  that 
higher  doses  of  Cognex  may,  in  fact,  be  of  benefit.  There  was  cer- 
tainly something  in  the  data  that  suggested  that  we  go  forward  and 
we  push  further  studies. 

Those  studies  were  done.  Those  studies  are  now  complete.  Those 
studies  will  be  presented  on  Thursday  to  an  FDA  advisory  commit- 
tee, and  I  look  forward  to  that  kind  of  analysis. 

Dr.  Peck. 

Dr.  Peck.  Well,  I  might  add  that  there  are  now  more  than  5,000 
patients  that  are  receiving  Cognex  in  a  treatment  IND  program 
that  the  agency  and  the  firm  have  worked  together  on  to  make 
sure  that  this  drug,  which  does  appear  to  be  helpful  in  Alzheimer's 
disease,  is  available  early.  It  is  not  approved  yet. 

As  Dr.  Kessler  says,  it  will  be  discussed  on  Thursday,  and  we  are 
all  hopeful,  but  it  has  not  been  withheld  from  those  who  desperate- 
ly need  it. 

Dr.  Kessler.  That  point  is  very  important,  Congresswoman. 
What  do  you  do  while  we  are  studying,  while  we  are  getting  the 
data?  We  have  to  get  the  data.  The  people  want  access,  and  that 
has  been  what  we  really  learned  and  what  we  have  focused  on. 

There  have  been  thousands  of  people  who  are  part  of  expanded 
access  who  have  Cognex  available  to  them  during  the  time  when 
these  studies  have  taken  place  so  they  could  have  access  to  it.  We 
provide  access,  and  yet  we  get  the  data,  and  that  has  been  some- 
thing that  we  have  learned  to  do  over  the  last  number  of  years. 

I  think  Ms.  Scheman  may  want  to  talk  a  little  about  it.  We  are 
working  actively  with  the  Alzheimer's  community. 

Ms.  Scheman.  We  decided  that  we  learned  some  very  important 
lessons  from  working  with  the  AIDS  community  about  how  we  can 
be  more  quickly  responsive  to  groups  who  are  really  pressed  by  se- 
rious and  life-threatening  diseases  and  have  a  hard  time  dealing 
with  bureaucracy.  We  have  tried  to  generalize  what  we  learned 
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from  this  and  reach  out  to  other  communities,  the  cancer  commu- 
nity and  Alzheimer's. 

On  March  26th  we  have  our  second  meeting  with  this  communi- 
ty, with  as  many  organizations  as  we  have  been  able  to  find  who 
represent  the  community,  to  talk  to  them  about  concerns,  about 
issues  that  they  want  to  bring  to  us  about  how  we  can  work  better 
together,  how  we  can  better  help  them  get  the  information  that  we 
need.  We  have  already  had  two  meetings  with  the  cancer  commu- 
nity, and  these  are  ongoing  sorts  of  meetings. 

REGULATION  OF  DIETARY  SUPPLEMENTS 

Ms.  DeLauro.  Last  year,  as  you  will  recall,  there  was  a  great 
deal  of  controversy  over  the  Nutrition  Labeling  and  Education  Act 
(NLEA)  and  its  relationship  to  vitamins,  minerals,  and  other  nutri- 
tional supplements.  Many  have  claimed  that  NLEA  would  require 
a  doctor's  prescription  for  these  products.  How  do  you  respond  to 
this? 

Dr.  Kessler.  FDA  has  done  nothing  under  the  NLEA  that  would 
require  a  doctor's  prescription  for  dietary  supplements.  On  Janu- 
ary 6,  1993  the  FDA  published  in  the  Federal  Register  the  final 
rules  for  nutrition  labeling  required  by  the  Nutritional  Labeling 
and  Education  Act  of  1990.  As  part  of  the  regulation,  a  model  of 
the  requirements  for  health  related  claims  was  developed,  and  10 
nutrient  disease  relationships  were  reviewed.  Claims  were  author- 
ized for  the  topic  areas  of  Calcium  and  Osteoporosis;  Sodium  and 
Hypertension;  Dietary  Saturated  Fat  and  Cholesterol  and  Risk  of 
Coronary  Heart  Disease;  Dietary  Fat  and  Cancer;  and  Fiber-con- 
taining Grain  Products,  Fruits,  and  Vegetables  and  Cancer.  The 
only  one  of  these  claims  that  would  have  application  to  dietary 
supplements  is  the  calcium-osteoporosis  claim.  Dietary  supplements 
may  also  use  this  claim  like  £iny  other  food,  without  becoming  a 
drug  or  requiring  a  prescription. 

Ms.  DeLauro.  Do  the  nutrition  labeling  regulations  announced 
in  December  of  last  year  apply  to  nutritional  supplements?  Why  or 
why  not? 

Dr.  Kessler.  No.  The  Dietary  Supplement  Act  of  1992,  enacted 
last  October,  placed  a  moratorium  through  December  31,  1993,  on 
implementation  of  the  provisions  of  the  NLEA  with  respect  to  die- 
tary supplements  of  vitamins,  minerals,  herbs,  and  other  similar 
nutritional  substances.  The  express  purpose  of  the  moratorium  is 
to  provide  time  for  the  Congress,  FDA,  the  Department  of  Health 
and  Human  Services,  consumer  groups,  industry,  and  other  affect- 
ed parties  to  identify  and  consider  the  public  health  issues  associat- 
ed with  use  of  dietary  supplements  and  to  develop  a  comprehensive 
approach  for  reforming  the  regulation  of  dietary  supplements,  in- 
cluding regulation  of  health  claims  for  such  products.  All  interest- 
ed parties  will  have  the  opportunity  to  submit  comments  to  the 
Agency  for  consideration  during  this  rulemaking  process. 

Ms.  DeLauro.  Last  year  one  of  my  constituents,  who  runs  a  natu- 
ral-products section  of  a  pharmacy,  contacted  my  office  to  request 
information  on  which  products  were  legal  for  sale  and  which  had 
been  banned  by  FDA— such  as  L-Tryptophan— or  by  the  state  of  Con- 
necticut. I  was  unable  to  get  clear  answers  to  these  questions  from 
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either  FDA  or  the  state  of  Connecticut.  How  are  store  owners  or 
employees  supposed  to  know  what  they  can  or  cannot  sell?  How 
can  they  get  information  on  this? 

Dr.  Kessler.  This  is  a  very  difficult  area.  FDA  would  very  rarely 
ban  a  product  because  the  burden,  under  the  Food  Additives 
Amendment  that  generally  applies,  is  not  on  FDA  to  prove  that  a 
product  is  unsafe  but  on  marketers  to  prove  that  it  is  safe.  Unscru- 
pulous marketers,  however,  frequently  go  on  the  market  without 
satisfying  FDA  that  the  ingredient  is  safe.  The  burden  then  shifts 
to  FDA  to  do  something  about  the  product.  FDA  can  either  take 
regulatory  action  against  the  product  or  against  the  marketer  or  do 
rulemaking  to  ban  the  substance.  FDA  has  generally  taken  the 
former  tack  but  has  done  that  infrequently.  Even  L-tryptophan  is 
not  formally  banned;  it  is  only  an  unapproved  food  additive.  Thus, 
as  a  result  of  the  way  the  law  is  structured,  a  list  such  as  that  you 
seek  does  not  exist.  The  only  such  list  of  banned  substances  that 
does  exist,  which  has  limited  application,  if  any,  to  dietary  supple- 
ments is  in  the  Code  of  Federal  Regulations  at  21  CFR  Part  189. 

Ms.  DeLauro.  There  have  been  allegations  that  the  FDA  has 
been  too  heavy-handed  in  its  enforcement  activities  with  regard  to 
nutritional  supplements.  In  particular,  the  case  of  the  FDA's  raid 
on  Dr.  Jonathan  Wright  has  drawn  a  great  deal  of  media  attention. 
Do  you  believe  that  the  FDA  acted  responsibly  in  this  case? 

Dr.  Kessler.  FDA  targets  dietary  supplements  for  regulatory 
action  only  if  there  is  a  public  health — safety — or  significant  con- 
sumer deception  concern.  The  level  of  enforcement  resources  devot- 
ed to  dietary  supplements  is  relatively  small  given  the  size  of  the 
industry  nationally.  Of  its  field  force  of  over  3,000  employees,  FDA 
devotes  approximately  15-20  FTEs  per  year  to  compliance  activities 
involving  dietary  supplements. 

FDA  does  not  perform  "raids"  as  erroneously  reported  in  the 
media.  I  will  be  happy  to  provide  for  the  record  a  synopsis  of  the 
search  and  seizure  events  relating  to  the  incident  you  have  cited. 

[The  information  follows:] 

Synopsis  of  Search  and  Seizure  Events  in  the  State  of  Washington 

On  May  6,  FDA,  in  cooperation  with  the  U.S.  Attorney  Ln  the  State  of  Washing- 
ton, local  police,  and  the  State  Board  of  Pharmacy,  served  search  and  seizure  war- 
rants on  three  clinics  in  Kent,  Washington.  This  was  the  culmination  of  an  ongoing 
investigation  of  three  firms  accused  of  using  illegal  and  fraudulent  drugs  and  de- 
vices, and  manufacturing  and  distributing  unapproved  injectable  drugs,  ophthalmic 
solutions,  and  encapsulated  drugs  and  oral  liquids. 

One  facility  (the  Tahoma  Clinic)  refused  entry  and  King  Coimty  Sheriffs  deputies, 
following  routine  procedures,  forced  entry  with  weapons  drawn.  It  is  the  practice  of 
the  King  Oounty  Sheriff's  Department  to  request  entry  three  times  on  this  type  of 
warrant.  They  requested  entry  three  times  and  observed  that  people  inside  the 
clinic  were  aware  of  their  presence,  but  refused  to  open  the  door.  The  Sheriffs  De- 
partment used  a  small  weight  to  break  the  latch  out  of  the  door  jamb.  One  Deputy 
Sheriff  entered  with  a  second  Deputy  entering  with  a  drawn  gun  which  was  pointed 
at  the  ceiling.  Although  the  local  media  reported  that  FDA  agents  were  wearing 
flak  jackets  and  carrying  guns,  this  is  not  true.  FDA  personnel  were  wearing  hats 
identifying  them  as  FDA  inspectors  and  jackets  identifying  them  as  FDA  employees. 

The  Tahoma  Clinic,  an  alternative  health  clinic,  is  under  the  direction  of  Dr.  Jon- 
athan Wright  who  is  nationally  known  for  his  work  in  holistic  health.  Dr.  Wright 
has  become  quite  vocal  concerning  the  search  and  seizure  resulting  in  considerable 
local  media  attention.  FDA  has  received  numerous  phone  calls  from  irate  patients 
expressing  support  for  the  clinics.  In  addition,  a  local  talk  show  host  has  appealed 
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for  the  public  throughout  the  United  States  to  FAX  the  White  House  to  express  sen- 
timent over  the  situation. 

Dr.  Wright  was  involved  in  a  seizure  action  in  1992  for  continuing  to  supply  L- 
tryptophan  to  patients  after  the  product  had  been  recalled.  In  this  action,  Dr. 
Wright  ultimately  signed  a  consent  decree  in  which  he  admitted  that  he  was  mar- 
keting an  unapproved  new  drug. 

Ms.  DeLauro.  How  many  such  "raids"  did  FDA  make  in  1992? 

Dr.  Kessler.  There  were  no  similar  search  and  seizure  warrants 
executed  on  clinics  in  fiscal  year  1992. 

Ms.  DeLauro.  Do  you  have  any  plans  to  review  FDA's  proce- 
dures regarding  these  type  of  actions?  If  not,  why  not? 

Dr.  Kessler.  FDA  has  reviewed  its  procedures  and  practices  and 
concluded  that  safety  of  the  American  consumer  should  be  the 
overriding  concern  in  regulating  dietary  supplements.  The  Agency 
has,  in  its  enforcement  policy,  generally  addressed  dietary  supple- 
ments in  the  same  manner  that  it  has  addressed  other  FDA  regu- 
lated products. 

Ms.  DeLauro.  What  is  your  opinion  of  the  "Health  Freedom 
Act"  which  would  largely  exempt  nutritional  supplements  from 
regulatory  restrictions,  introduced  last  year  and  again  in  this  Con- 
gress by  Senator  Hatch? 

Dr.  Kessler.  On  its  face  the  Health  Freedom  Act  appears  to  be  a 
bill  that  would  allow  consumers  to  have  a  freedom  of  choice  of  die- 
tary supplements.  In  reality,  it  would  allow  marketers  to  sell  virtu- 
ally any  product  under  the  guise  of  "dietary  supplement"  with 
little  or  no  restriction.  It  would  also  restrict  FDA's  authority  so 
that  these  substances  would  not  be  subject  to  the  food  additive  reg- 
ulations for  safety  and  function.  It  would  require  FDA  to  prove 
that  a  substance  represented  as  a  "dietary  supplement"  be  poison- 
ous or  deleterious  in  the  amounts  or  dosages  represented  in  its  la- 
beling for  use.  Presumably  this  would  also  require  such  a  showing 
by  FDA  for  L-Tryptophan  and  Chaparral  which  have  already  been 
shown  at  least  in  some  instances  to  be  unsafe.  Thus,  while  the 
Health  Freedom  Act  would  be  a  boon  to  marketers,  it  would  put 
the  health  of  the  American  public  at  direct  and  substantial  risk. 

Ms.  DeLauro,  I  can't  tell  you  the  number  of  my  constituents 
who  come  every  weekend  when  I  have  office  hours  to  talk  about 
their  fear  of  not  being  able  to  get  their  supplements  or  their  vita- 
mins and  so  forth.  But  there,  again,  I  want  to  be  clear  that  people 
know  what  they  are  taking. 

I  thank  you  very  much  and  I  look  forward  to  working  with  you. 

Thank  you,  Mr.  Chairman. 

Mr.  DuRBiN.  I  shouldn't  leave  that  hanging.  Everyone  is  getting 
these  notices  from  the  vitamin  companies  that  the  FDA  is  about  to 
take  away  your  vitamins.  On  the  record,  will  you  tell  us — are  you 
about  to  take  away  the  vitamins  of  America? 

Dr.  Kessler.  That  is  absolute  nonsense. 

Ms.  DeLauro.  I  am  glad  you  asked,  Mr.  Chairman.  I  didn't  want 
to  take  any  more  time. 

Dr.  Kessler.  Can  I  put  this  in  a  little  context,  Mr,  Chairman? 
Because  I  know  you  are  getting  mail,  and  I  know  this  has  struck  a 
chord.  Let  me  dispel  the  myths.  Mike  Taylor  is  at  the  table.  He  can 
help  me  dispel  some  of  the  others. 
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One,  we  are  not  taking  away  people's  vitamins  and  minerals.  We 
are  not  looking  to  make  them  prescription  drugs.  We  are  not  look- 
ing to  put  vitamins  and  minerals  under  any  kind  of  tighter  con- 
trols. If  people  want  to  take  multiple  vitamins,  higher  potency  vita- 
mins, we  have  no  intention  of  restricting  them. 

The  issue  goes  back  to  the  Nutrition  Labeling  Education  Act, 
what  Congress  passed  in  1990.  Ck)ngress  said  that  FDA  needs  to  go 
back  and  decide  what  is  the  standard  for  a  health  claim  for  a  die- 
tary supplement. 

Congress  set  a  standard  that  there  be  significant  scientific  agree- 
ment for  a  food  before  you  go  make  a  health  claim.  So,  therefore,  if 
you  want  to  say  this  box  of  cereal  prevents  this  disease  or  is  help- 
ful in  the  reduction  of  the  risk  of  this  disease,  there  must  be  some 
significant  scientific  agreement.  And  that  is  the  standard  that  Con- 
gress set  out  and  that  you  set  out  in  the  statute. 

But  when  it  came  to  the  issue  of  dietary  supplements,  some 
Members  of  Congress  in  both  Houses — some  said,  the  standard 
should  be  more  strict  than,  look,  this  is  a  capsule.  You  are  taking  a 
targeted  amount.  It  should  be  more  strict.  There  needs  to  be  more 
scientific  evidence  if  you  make  a  health  claim.  Others  say,  this  is  a 
dietary  supplement,  and  it  should  be  less  strict.  FDA,  go  make  a 
decision.  We  in  Congress  are  going  to  leave  it  to  you  to  make  a  de- 
cision what  the  steindards  should  be  for  health  claims  for  dietary 
supplements. 

And  we  went  back  and  looked  at  it  and  said,  the  same  standard 
that  applies  to  food  should  apply  to  dietary  supplements.  There 
was  no  reason  we  could  figure  out  from  a  policy  sense  why  the 
standard  should  be  lower  or  higher  than  Congress  set  for  foods. 
That  is  what  we  set  as  the  same  standard,  significant  scientific 
agreement  before  you  go  make  a  claim. 

That  doesn't  mean  if  you  want  to  go  sell  a  product  and  the  prod- 
uct is  well-manufactured  and  it  is  safe  and  it  doesn't  have  impuri- 
ties— as  long  as  you  don't  make  claims  no  one  is  taking  it  away. 

And  we  are  not  sitting  here  talking  about  vitamins  and  minerals 
that  the  vast  majority  of  people  consume.  The  debate  has  been 
made  that  FDA  is  threatening  traditional  vitamins  and  minerals. 
That  is  not  what  we  are  talking  about. 

There  are  products  out  there- — and  I  need  to  be  candid — there 
are  products  out  there  and  that — ^when  you  look  at  them — and, 
again,  not  vitamins  and  minerals  but  certain  types  of  supplemental 
materials  that  have  health  claims  that,  in  perfect  candor,  border 
on  health  fraud.  And  it  is  a  multimUlion-dollar-a-year  business. 

Mr.  DuRBiN.  Let  me  give  you  an  example.  A  couple  of  years  ago. 
New  Yorker  magazine  pinpointed  one  of  these  health  food  journals, 
and  there  was  an  advertisement:  "Buy  this  dietary  supplement.  It 
will  help  you  tan  feister."  It  turned  out  the  way  it  helped  was  it 
destroyed  your  liver,  made  you  jaundiced.  This  was  a  fact,  and  it 
was  documented.  That  clearly  goes  over  the  line,  I  hope. 

Dr.  Kessler.  It  goes  over  the  line.  Look,  everybody  wants  to  take 
whatever  they  want  until  they  get  hurt,  and  then  it  is  my  fault. 

And  the  Congress  had  set  certain  standards.  If  you  want  to  make 
a  claim — what  kind  of  evidence  should  there  be?  And  people  want 
to  make  claims  when  there  isn't  scientific  evidence.  And  that  is  the 
issue.  Should  there  be  a  standard  before  you  go  make  a  claim? 
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And,  certainly,  if  you  are  going  to  make  a  claim  and  you  are 
going  to  sell  something  to  a  patient  who  has  AIDS  or  a  patient 
with  cancer  or  with  Alzheimer's— I  don't  care  whether  it  is  a  drug 
or  a  device  or  it  is  a  nutritional  supplement — there  should  be  a 
basis  before  you  go  and  sell  to  somebody  who  is  in  desperate  need. 

We  are  seeing  basic  vitamins,  basic  kinds  of  ingredients  that  are 
worth  40,  50  cents  being  sold  for  $30,  $40  because  there  is  a  claim 
this  is  going  to  cure  and  going  to  help  in  treating  your  disease  for 
which,  unfortunately,  there  aren't  medical  therapies.  We  don't 
have  the  answers,  and  there  is  a  desperation. 

This  is  an  issue  that  has  been  around  for  every  decade — every 
decade  of  this  century.  There  was  the  march  on  the  Kennedy 
White  House  for  health  freedom.  There  was  Krebiozen  in  the 
1950s.  It  was  the  cure  for  cancer.  There  was  Laetrile,  not  in  the  far 
distant  past. 

The  miracle  mongers  prey,  especially  when  there  is  nothing  else 
you  can  take  or  when  the  alternatives  are  scary.  They  have  signifi- 
cant toxicities,  no  one  wants  to  go  for  surgery,  or  the  therapies 
may  not  exist.  It  is  much  easier  if  I  say,  just  drink  this.  This  will 
cure  you.  And  people  say,  gee,  there  is  something  I  can  drink,  and  I 
don't  have  to  go  have  surgery. 

And  that  is  what  this  comes  down  to  is  what  is  the  standard, 
what  do  you  have  to  show,  what  kind  of  evidence  do  you  need 
before  you  go  sell  something? 

Mike? 

Mr.  Taylor.  I  would  just  add  that  I  think  we  all  have  to  antici- 
pate that  this  debate  about  what  the  standard  should  be  for  dietary 
supplements  is  going  to  continue,  and  I  think  this  year  will  be 
probably  even  more  intense  than  last  year. 

Last  year,  when  the  Prescription  Drug  User  Fee  Act  was  passed. 
Congress  also  passed  the  Dietary  Supplement  Act,  which  placed  a 
one-year  moratorium  on  the  regulations  Dr.  Kessler  mentioned,  es- 
tablishing the  standard  for  health  claims  for  dietary  supplements. 
And  we  are  obligated  to  go  through  rule  making  in  this  rule  and 
publish  a  proposal  in  June  and  a  final  ruling  l)y  the  end  of  the  year 
once  and  for  all  establishing  that  standard. 

Again,  we  have  looked  through  this  very  carefully,  and  we  have 
yet  to  arrive  at  any  scientific  or  public  health  basis  for  thinking 
that  dietary  supplements,  vitamins  and  minerals  in  a  capsule 
ought  to  be  subject  to  a  different  standard  for  health  claims  than 
nutrients  that  occur  in  ordinary  foods.  And  we  will  be  publishing  a 
proposal  on  this,  as  I  say,  in  June  and  expect  to  have  another 
heated  debate  within  our  administrative  process  as  well  as,  no 
doubt,  legislatively. 

Dr.  Kessler.  But  if  we  are  wrong,  if  the  Congress  dissigrees  that 
sound  scientific  agreement  is  the  standard,  then  we  stand  ready  to 
live  by  the  instructions  that  Congress  sets  for  these  kind  of  prod- 
ucts. 

Ms.  DeLauro.  Mr.  Chairman,  may  I  just  ask  a  couple  of  quick 
questions? 

Mr.  Durbin.  Yes. 

Ms.  DeLauro.  I  am  sorry.  How  do  you  let  the  local  pharmacies 
know  what  they  can  or  cannot  sell? 
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Dr.  Kessler.  I  will  tell  you.  I  go  into  some  of  the  local  grocery 
stores.  I  am  around  my  neighborhood,  and  I  am  amazed  at  what  is 
being  sold.  Everyone  is  getting  on  the  one  hand  deluged  with  mail 
that  says,  we  are  being  too  strong,  FDA;  get  FDA  out  and  off  our 
backs  because  they  are  going  to  take  away  our  vitamins  and  miner- 
als. Yet  if  you  go  into  many  stores,  just  in  my  neighborhood,  I  see 
substances  sold — and  again  I  am  not  talking  about  vitamins  and 
minerals,  I  am  not  talking  about  vitamin  C.  I  am  not  talking  about 
the  things  that  are  within  the  mainstream.  I  am  talking  about 
products  that  have  certain  claims  that  attach  to  them,  that  people 
when  they  go  buy  those  products,  close  where  I  live  by,  people  go 
buy  those  products  assuming  what  is  on  the  label  is  really  what  is 
in  those  products.  And  they  think  we  here  in  the  agency  have  sat 
and  assured  that  those  products  are  in  fact  safe,  there  aren't  impu- 
rities, and  they  do  what  they  say.  We  haven't!  None  of  the  dietary 
supplements  that  are  being  sold  in  those  stores  that  I  see,  come 
within  our  jurisdiction.  If  anything,  people  may  say  there  is  criti- 
cism in  the  mail  that  is  coming  in  and  the  campaigns  coming  in, 
that  we  are  taking  too  strong  an  action.  Look  at  what  is  out  there. 
There  is  an  OTA  report  and  there  is  a  GAO  report,  and  I  hope  they 
shed  some  light. 

But  my  concern,  I  have  got  to  come  in  just  the  opposite;  they  are 
going  to  come  in  and  say  FDA  is  not  doing  enough.  So  we  are  going 
to  have  to  address  this  issue  and  deal  with  this  wide  range  of  prod- 
ucts, but  in  the  end,  I  care  about  two  things:  I  care  about  the  prod- 
uct's safety  and  I  care,  if  it  makes  a  claim,  that  it  does  what  it  says 
it  does.  That  is  what  I  care;  it  is  that  simple. 

SHELLFISH  REGULATION 

Ms.  DeLauro.  Shellfish  are  an  important  £^icultural  product  in 
the  Northeast,  particularly  in  Connecticut  and  New  York  along 
Long  Island  Sound.  Our  shellfish  industry  has  been  with  us  since 
the  founding  of  our  communities,  and  it  is  of  vital  historical  and 
economic  importance  to  our  region.  As  you  may  know,  in  Septem- 
ber 1992,  Rep.  Christopher  Shays  and  I  met  with  FDA  officials  to 
discuss  shellfish  regulation.  At  that  meeting,  the  FDA  officials 
agreed  that  their  risk  assessment  method  for  shellfish,  which  was 
used  to  claim  that  1  in  1,000  people  who  eat  shellfish  will  become 
sick,  was  scientifically  flawed,  and  that  a  more  accurate  risk  as- 
sessment study  was  needed.  Has  this  study  begun?  When  can  we 
expect  a  completed  study? 

Dr.  Kessler.  The  study  for  a  new  risk  assessment  has  not  begun. 
As  stated  in  a  follow-up  letter,  the  Centers  for  Disease  Control  and 
Prevention  is  in  the  process  of  updating  its  foodborne  illness  data. 
A  timetable  for  the  risk  assessment  study  has  not  been  firmly  es- 
tablished. 

Ms.  DeLauro.  Soon  after  the  meeting,  FDA  drafted  a  policy 
statement  which  said  the  "FDA  plans  to  conduct  a  new  risk  assess- 
ment with  more  comprehensive  involvement  to  facilitate  the  acqui- 
sition of  relevant  data  and  permit  appropriate  peer  review  of  the 
methodology.  Until  this  effort  is  completed,  FDA  discourages  the 
use  of  the  one-in-a-thousand  estimation  of  the  risks  associated  with 
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consumption  of  raw  molluscan  shellfish."  Is  it  against  FDA  policy 
to  use  the  1  in  1,000  figure? 

Dr.  Kessler.  The  letter  also  states  FDA's  policy  with  regard  to 
the  1  in  1,000  figure.  Until  a  new  risk  assessment  is  complete,  FDA 
will  rely  on  the  policy  statement  attached  to  the  letter  rather  than 
the  1  in  1,000  figure. 

Ms.  DeLauro.  I  have  recently  received  reports  from  constituents 
that  some  FDA  officials  have  continued  to  use  the  1  in  1,000  figure. 
Are  you  aware  whether  any  FDA  officials  are  continuing  to  use  the 
1  in  1,000  estimation?  If  not,  would  you  please  look  into  this  to 
ensure  that  the  FDA  is  following  a  consistent  policy  on  shellfish 
risk  assessment? 

Dr.  Kessler.  We  are  not  aware  that  any  FDA  official  is  continu- 
ing to  use  the  1  in  1,000  figure.  We  will  certainly  look  into  this  and 
would  appreciate  receiving  any  information  you  may  have  in  this 
regard. 

CHRONIC  FATIGUE  AND  IMMUNE  DYSFUNCTION  SYNDROME   (CFIDS) 

Ms.  DeLauro.  Chronic  fatigue  and  immune  dysfunction  syn- 
drome is  a  serious  and  debilitating  disease  £iffecting  hundreds  of 
thousands,  and  perhaps  millions,  of  Americans.  It  is  a  complex  Ul- 
ness  characterized  by  incapacitating  fatigue,  neurological  problems, 
and  many  other  symptoms.  Does  the  FDA  consider  CFIDS  a  serious 
disease  that  would  warrant  allowing  CFIDS  patients  access  to  po- 
tential new  drugs  at  the  earliest  opportunity  and  for  appropriately 
sustained  periods? 

Dr.  Kessler.  FDA  considers  Chronic  Fatigue  and  Immune  Dys- 
function Syndrome  a  serious,  but  not  usually  life-threatening,  dis- 
ease. FDA  approaches  each  proposed  therapeutic  intervention  by 
weighing  the  risks  and  potential  activity  or  effect  of  the  agent  as 
demonstrated  at  the  point  of  development  when  the  consideration 
is  being  made  for  release  for  greater  access.  Although  many  pa- 
tients acquire  Chronic  Fatigue  Syndrome,  the  majority  recover  on 
their  own.  For  this  reason,  therapies  should  not  be  considered  as 
potentially  available  early  in  the  drug  development  process  before 
the  risks  and  benefits  are  more  clearly  defined. 

Ms.  DeLauro.  The  FDA  recently  turned  down  an  application  for 
a  treatment  investigational  new  drug — IND — for  the  drug  Ampligen, 
the  only  drug  to  date  that  has  been  submitted  for  treatment  of 
CFIDS.  It  is  my  understanding  that  some  patients  have  made  re- 
markable progress  with  this  drug.  In  this  correct? 

Dr.  Kessler.  FDA  did  receive  a  treatment  IND  for  this  drug  but 
turned  it  down  because  the  data  submitted  did  not  support  expos- 
ing a  large  population  to  the  risks  associated  with  this  drug  at  that 
stage  of  drug  development.  In  any  study,  it  is  possible  for  some  in- 
dividuals to  demonstrate  remarkable  improvement.  However,  on 
average,  the  data  submitted  did  not  support  findings  of  dramatic 
improvement  when  compared  to  the  placebo  group. 

Ms.  DeLauro.  Does  FDA  have  any  policies  in  place  to  allow  for 
continued  use  of  Ampligen  under  compassionate  care  for  CFIDS  pa- 
tients? 

Dr.  Kessler.  Our  present  policy  allows  open  label  safety  studies 
and  emergency — ^what  some  refer  to  as  compassionate — use  for 
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CFIDS  patients.  The  sponsor  of  the  therapy,  however,  must  be  will- 
ing to  supply  the  product. 

Ms.  DeLauro.  Does  FDA  have  an  aggressive  strategy  to  examine 
promising  new  drugs  and  therapies  for  CFIDS? 

Dr.  Kessler.  All  INDs  for  the  introduction  of  a  new  therapy  into 
humans  must  be  reviewed  within  30  days.  Reviewers  of  CFIDS 
therapies  have  had  experience  in  dealing  with  both  serious  and 
life-threatening  diseases  and  in  expediting  promising  therapies. 

Ms.  DeLauro.  Thank  you  very  much. 

Mr.  Durbin.  Thank  you. 

Mr.  Myers. 

Mr.  Myers.  Well,  thank  you,  Mr.  Chairman. 

Dr.  Kessler,  I  am  not  going  to  congratulate  you.  I  am  going  to 
thank  you  for  taking  the  job  for  another  term.  Being  a  pediatri- 
cian, with  your  academic  background,  I  am  sure  you  could  be  fi- 
nancially a  lot  better  off  than  being  Commissioner  of  the  FDA. 

Mr.  Skeen.  Don't  tell  him  that.  We  just  got  him  hooked. 

Mr.  Myers.  Where  do  you  get  that  "we"  bit? 

Following  up  on  the  question  the  Chairman  asked,  which  I  was 
concerned  also  you  vehemently  shook  your  head  no,  and  said 
you  were  likely  to  take  some  of  these  off  the  market.  Yet  when  you 
start  explaining  the  standards  you  are  promulgating  now  "subject, 
to  approval,"  it  would  take  at  least  dietary  supplements  off  the 
market. 

Am  I  reading  this  wrong? 

Dr.  Kessler.  No,  Congressman.  I  am  not  taking  an3rthing  off  the 
market  in  setting  the  standard.  The  standard  is  what  you  can  say 
about  a  product.  If  you  want  to  go  take  a  dietary  supplement,  a 
food  substance,  we  are  not  looking  to  take  that  off  the  market. 
What  the  restriction  would  be  is  what  claims  you  can  make. 

Mr.  Myers.  Truth  in  advertising? 

Dr.  Kessler.  Yes. 

Mr.  Myers.  That  is  simplicity 

Dr.  Kessler.  Right  on  point.  It  is  truth  in  advertising.  If  you 
want  to  say  something,  what  do  you  have  to  back  it  up? 

Mr.  Myers.  They  can  call  it  sawdust  as  long  as  they  don't 

Dr.  Kessler.  If  it  is  sawdust,  go  ahead  and  just  don't  say  the  saw- 
dust helps  the  treatment  of  any  disease. 

REDUCING  GOVERNMENT  EMPLOYMENT 

Mr.  Myers.  The  President  has  been  speaking  about  reducing  the 
size  of  government,  particularly  the  executive  branch,  from  10  to 
25  percent.  How  is  that  going  to  affect  FDA? 

Dr.  Kessler.  We  have  an  obligation  and  I  will  let  Ms.  Veverka 
comment. 

The  President  is  talking  about  reinventing  government,  talking 
about  doing  things  better.  I  mean,  if  you  look  at  the  talent  that  we 
have  brought  into  the  agency — Ms.  Veverka  comes  from  Booz  Allen 
Hamilton,  the  management  consulting  firm,  and  we  have  under- 
taken over  the  last  year  and  a  half  you  have  been  here,  maybe  20 
different  projects,  reorganized  our  Center  for  Foods,  our  Center  for 
Biologies,  user  fees,  the  information  systems. 
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We  could  have  gone  out — you  talk  about  my  being  a  pediatrician, 
what  I  could  have  earned  on  the  outside;  each  one  of  these  projects, 
we  could  have  gone  out  and  hired  some  fancy  consulting  firms  for  a 
million  dollars  each.  We  have  done  it  in  house.  We  are  really  talk- 
ing about  doing  our  job  and  looking  at  our  job. 

Congress  has  helped  us  enormously  in  the  User  Fee  Act,  in  the 
appropriations  in  the  last  couple  of  years,  but  we  have  a  concomi- 
tant responsibility  to  manage  better;  and  I  think  that  is  what  the 
President  and  the  Vice  President  are  talking  about. 

Mr.  Myers.  You  have  been  calling  for  years  about  your  need  for 
FTEs,  and  your  predecessor— I  don't  care  how  many  user  fees  you 
get,  if  you  can't  keep  bodies  there  to  do  the  job,  how  can  you  do  the 
job? 

Dr.  Kessler.  In  the  end,  the  Prescription  Drug  User  Fee  Act. 

Mr.  Myers.  But  if  the  restrictions  and  people,  regardless  of  who 
pays  for  them 

Dr.  Kessler.  You  are  100  percent  correct.  In  order  to  do  the  job, 
in  the  end,  if  an  application  is  coming  into  the  agency  and  you 
want  that  application  reviewed  in  six  months  rather  than  in  two 
years,  it  is  going  to  take  someone  to  sit  and  look  at  that  application 
and  that  is  what  Congress  said.  What  we  have  an  ob^- -ration  to  do 
is  to  look  at  every  single  comer  of  that  agency  and  make  sure  that 
we  are  using,  as  efficiently  as  possible  every  single  FTE;  but  in  the 
end 

Mr.  Myers.  I  am  not  trying  to  cut  you  off. 

Dr.  Kessler.  In  the  end,  we  are  a  labor-intensive  agency. 

Mr.  Myers.  Under  the  user  fees,  is  it  possible  for  you  to  contract 
out  the  responsibility? 

Dr.  Kessler.  Congress  said  in  that  statute  that  contractor  em- 
ployees could  be  used  if  they  work  in  FDA-owned  or  leased  facili- 
ties. In  effect,  the  law  said  it  trusted  the  judgment  of  the  agency  to 
make  the  hard  calls.  It  trusted  the  independence  of  the  agency;  it 
trusted  the  fact  that  the  agency  would  not  have  the  kind  of  con- 
flicts of  interest  that  outside  bodies  would  have,  and  did  not  permit 
the  contracting  out  unless  the  work  occurred  at  FDA-owned  or 
lesised  facilities. 

DRUG  PROMOTION 

Mr.  Myers.  Following  up  on  the  cost  of  drugs  today — prescription 
drugs,  I  guess  I  should  say — I  read  maybe  too  much  and  I  recall  a 
few  months  ago  reading  where  the  pharmaceutical  companies 
spent  twice  as  much  on  promotion  and  selling  of  products,  mer- 
chandising— "marketing,"  I  think  they  call  it — and  promotion  as 
they  do  in  research.  And  I  have  checked  a  couple  of  those  pharma- 
cies in  Indiana,  they  said  part  of  marketing  and  promotions  is  be- 
cause of  regulation,  also,  with  you  folks;  they  had  to  follow  up  and 
do  extra  studies  and  that  goes  in  that  category.  After  they  do  the 
research,  it  costs  them  all  of  those  other  things  to  get  it  approved. 
Do  you  have  any  response  to  that? 

Dr.  Kessler.  The  kinds  of  promotional  activities  which  are  signif- 
icant have  nothing  to  do  with  our  activities,  our  regulatory  require- 
ments. In  fact,  we  have  put  on  the  record  significant  concerns 
about  the  degree  of  promotional  activities  that  in  the  end — from 
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my  point  of  view,  it  is  not  only  the  fact  that  these  promotional  ac- 
tivities end  up  being  a  significant  part  of  the  price  of  the  drug  and 
their  different  estimates  of  exactly  what  the  costs  are  of  promotion. 
It  doesn't  stop  there.  It  goes  beyond  the  price  of  the  drug.  Because 
what  does  promotion  do?  Promotion,  the  goal  of  promotion — there 
is  some  promotion  that  is  educational,  it  is  of  value  and  helps  doc- 
tors prescribe  better. 

But  we  have  got  to  call  a  spade  a  spade.  You  promote  a  drug  be- 
cause you  want  to  create  a  market  for  the  drug,  because  you  want 
to  increase  your  sales.  In  1984,  the  Patent  Term  Restoration  Act 
decreased  the  life  history  of  a  drug  because  generic  drugs  would 
come  on  the  market  sooner  than  in  the  past,  so  you  reduce  the 
time  where  you  can  really  have  your  market  protected. 

So  what  do  you  do  if  the  period  of  time  in  which  you  can  market 
that  drug  is  shrinking?  You  try  to  increase  your  market  for  that 
period  of  time.  So  we  started  seeing  over  the  last  number  of  years 
an  increased  number  of  promotional  techniques,  very  nontradition- 
al  kinds  of  activities,  to  increase  the  market  and  sales  of  drugs. 

What  happens  then  when  you  increase  them?  Certain  people  who 
are  going  to  need  the  drug  are  going  to  get  the  drug,  but  if  you 
push  doctors  to  prescribe  more,  a  certain  percentage  are  going  to 
be  inappropriate  prescriptions  of  drug;  and  what  happens  when 
you  have  then  appropriated  prescription  of  drugs?  A  certain  per- 
cent and  certainly  not  all,  certain  people  are  going  to  be  put  at  risk 
for  drug-induced  illness  and  what  happens  in  a  drug-induced  illness 
is  very  real. 

And  it  is  certainly  not — I  am  not  saying  that  all  promotion  re- 
sults in  drug-induced  illness,  but  what  does  that  result  in?  It  re- 
sults in  higher  costs. 

So  you  have  a  cycle  here.  There  are  activities  that  are  of  value; 
they  are  educational.  What  I  would  want  to  encourage  is  the  kind 
of  activities  not  directed  at  getting  people  to  prescribe  more  or  to 
increase  the  market,  but  I  would  rather  the  educational  activities 
after  the  drug  is  prescribed,  teach  people  about  their  medicine.  We 
do  very  little  of  that  in  this  country,  so  I  would  like  to  see  a  shift 
in  some  of  those  resources. 

Mr.  Myers.  I  have  also  read  where  the  United  States  uses  more 
prescription  drugs  than  any  other  country  in  the  world;  and  I  read 
the  average  woman  past  55  uses  four-and-a-half  different  prescrip- 
tion drugs.  I  don't  know  what  the  half  is. 

Dr.  Kessler.  Dr.  Peck,  just  join  us.  Our  most  competitive  indus- 
try is  the  pharmaceutical  industry.  Somebody  raised  the  issue  of  a 
creative  genius  in  the  industry  we  regulate,  and  there  really  is  and 
it  is  a  tremendous.  We  can  make  drugs  that  cure  people  better 
than  anywhere  else  in  this  world,  and  it  is  something  that  is  abso- 
lutely vital  to  this  country. 

But  as  part  of  that,  there  are  certain  downsides;  and  Dr.  Peck, 
the  issue  of  drug-induced  illness  needs  to  be  put  on  the  record. 
People  need  to  understand  that. 

Dr.  Peck.  Well,  as  you  know,  there  is  no  drug  that  only  yields  a 
benefit  in  overdose;  or  inappropriately  given  for  the  wrong  diagno- 
sis, almost  all  drugs  can  cause  some  harm.  It  is  an  important  ele- 
ment of  medical  school  teaching  that  physicians  learn  to  differenti- 
ate illness  from  the  disease  that  the  doctor  is  treating  and  illness 
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due  to  the  drug  itself;  and  the  teaching  in  that  area  is  variable. 
And  I  think  the  interplay  with  pharmaceutical  promotion  and  ad- 
vertising is  key  here. 

What  we  would  envision  for  the  future  is  a  responsible  industry 
that  would  assist  in  the  teaching  of  physicians  and  patients  to  help 
them  optimally  utilize  drugs  and  to  recognize  when  the  drug  is 
benefiting  them  and  to  also  recognize  when  the  drug  is  causing 
harm. 

Mr.  Myers.  The  pharmaceuticals  have  sales  reps  that  go  around 
and  talk  to  physicians. 

Dr.  Kessler.  Congressman,  the  issue  is,  that  is  being  driven  by 
the  marketing  arm  of  the  pharmaceutical  firms.  A  shift  needs  to 
take  place.  It  is  not  just  a  marketing  function.  It  is  a  scientific 
function. 

If  your  goal  is  to  increase  the  sale  of  the  drugs,  increase  your 
market,  I  mean,  alone,  you  are  not  going  to  be  able  to  do  that. 
What  we  are  talking  about  in  certain  instances  may  reduce  the 
market  if  you  are  talking  about  the  appropriate  use  of  a  certain 
drug.  I  think  that  there  are  areas  where  there  is  mutual  benefit.  I 
am  not  saying  that  these  firms  should  be  doing  this  out  of  altru- 
ism— just  because  they  think  it  is  a  good  idea.  But  I  think  in  the 
end  focusing  on  what  Dr.  Peck  said  is  absolutely  credible. 

TISSUE  BANKS 

Mr.  Myers.  Switching  gears  a  little  bit,  I  have  never  after  all  the 
years  I  have  been  on  this  committee,  never  been  clear  exactly  what 
your  jurisdiction  is. 

For  example,  bone  marrow  harvesting  and  more  recently,  while 
visiting  Indiana  University's  medical  center,  I  was  hearing  a  story 
about  umbilical  cord  fluid  storage.  Do  you  have  to  approve  proce- 
dures like  that? 

Dr.  Kessler.  Especially  in  this,  a  world  of  new  technologies, 
there  are  fascinating  things  being  developed  every  day.  If  you  do 
something  at  a  patient's  bedside,  if  I  harvest  someone's  bone 
marrow  and  give  it  back,  and  I  don't  leave  the  hospital,  we  don't 
get  involved  in  those  kinds  of  activities. 

Now,  go  to  the  next  example.  You  take  the  bone  marrow  out  and 
you  treat  it  with  a  new  substance  to  have  the  bone  marrow  have 
certain  properties,  and  you  give  it  back.  That  is  a  little  farther 
from  the  first.  Then  you  take  bone  marrow  and  ship  it  interstate, 
and  provide  it  as  a  commercial  product  and  set  up  a  company. 

So  there  are  gradations — the  closer  you  are  at  the  bedside  and 
bedside  solely,  and  there  is  no  evidence  of  interstate  commerce,  we 
do  not  regulate.  But  once  you  get  involved  beyond,  in  the  commer- 
cialization of  the  product,  we  have  jurisdiction. 

Mr.  Myers.  Bone  marrow  transplants,  you  could  hardly  commer- 
cialize  that,  or  umbilical  fluids  within  patients. 

Dr.  Kessler.  But,  as  new  technology  develops,  there  are  centers 
that  are  becoming  commercialized,  that  go  beyond — not  the  tradi- 
tional kind  of  bone  marrow  transplant  that  we  envision  but  newer 
kinds  of  technologies  you  can  commercialize. 
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E.  COU 


Mr.  Myers.  On  the  E.  coli  situation  in  the  Pacific  Northwest,  is 
that  a  situation  you  didn't  have  enough  people  inspecting  or  poor 
coordination  or  sense  of  direction? 

Dr.  Kessler.  Again,  I  think  it  was  an  example  where  the  system 
broke  down  at  multiple  points  along  the  chain. 

Mr.  Myers.  So  more  people  wouldn't  really  have  been  the 
answer?  Somebody  wasn't  doing  their  job? 

Dr.  Kessler.  I  think  that  the  issue  was  the  emergence  of  E.  Coli 
0157:H7,  a  new  strain.  The  science  underlying  that  is  complex.  And 
there  are  certain  microbiological  pathogens  that,  no  matter  what 
we  could  do,  we  can't  go  to  a  zero  risk.  So  the  unfortunate  reality 
is,  there  is  more  that  we  can  do  at  every  step  to  reduce  the  risk  of 
0157.  Absolutely.  Does  that  mean  someone  wasn't  doing  their  job? 

I  think  that  is  the  wrong  way  to  look  at  it,  Congressman.  I  think 
the  issue  is,  what  are  the  responsibilities  of  every  part  of  the 
system  and  how  do  they  fit  together?  I  think  that  is  what  is  criti- 
cal. 

Mr.  Myers.  But  if  the  system  isn't  working,  more  people  aren't 
going  to  solve  it,  are  they? 

Dr.  Kessler.  It  requires  a  look  at  the  entire  system. 

IMMUNIZATION  PROGRAM 

Mr.  Myers.  One  last  observation.  The  immunization  program 
that  the  President  speaks  of — who  is  going  to  administer  that  pro- 
gram? 

Dr.  Kessler.  The  Department  of  Health  and  Human  Services. 

Mr.  Myers.  Who  is  going  to  give  the  shots,  administer  the  immu- 
nizations? 

Dr.  Kessler.  Dr.  Zoon? 

Mr.  Myers.  What  are  they  doing  to  immunize? 

Dr.  Kessler.  We  have  jurisdiction  of  safety  and  efficacy  of  vac- 
cines. 

Mr.  Myers.  Were  you  contacted  about  this  program? 

Dr.  Kessler.  Absolutely. 

Mr.  Myers.  Can  you  tell  us,  briefly,  who  is  going  to  give  the 
shots? 

Dr.  Kessler.  It  is  very  complicated,  and  we  have  multiple  vac- 
cines. As  a  pediatrician,  just  keeping  track — two  months,  four 
months,  six  months,  12  months,  15  months,  24  months — and  the 
different  vaccines  and  different  schedules — it  is  complicated.  And 
now  they  are  new  vaccines.  The  Hemophilus  B  vaccine.  I  am  not 
that  far  removed  from  my  pediatrics  yet. 

I  saw  devastating  disease.  Meningitis,  an  absolutely  fearful  dis- 
ease, where  I  get  a  sick  feeling  in  my  stomach  when  a  kid  would 
walk  in  devastatingly  sick,  104  temperature.  And,  today,  with  that 
vaccine — I  mean,  we  don't  see  H  flu  to  the  extent  we  were  seeing 
it. 

Just  in  my  short  experience  as  a  pediatrician  I  have  seen  the 
value  of  these  vaccines.  The  issue  is,  we  have  multiple  vaccines, 
and  they  are  available. 
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Kids  are  not  getting  immunized  at  the  right  time,  and  we  have 
seen  the  downside  of  that.  The  measles  epidemic  in  1990  was  a 
result  of  kids  not  getting  immunized  by  the  age  of  two. 

So  we  need  to  use  all  of  our  partners  in  the  immunization  arena 
to  be  able  to  get  kids  vaccinated  at  the  appropriate  age. 

Dr.  Zoon. 

Ms.  Zoon.  Gentlemen,  thank  you. 

I  just  want  to  make  a  mention  that  the  childhood  vaccine  initia- 
tive was  something  that  was  started  several  years  ago — I  believe 
back  in  1990 — and  has  grown  extraordinarily  over  the  past  several 
years. 

FDA's  responsibility  in  the  vaccine  arena,  as  Dr.  Kessler  has 
mentioned  already,  has  been  in  our  role  in  regulating  the  safety 
and  effectiveness  of  vaccines.  And  this  goes  not  only  into  the  re- 
search of  new  assays  to  monitor  vaccines — as  well  as  the  review  ac- 
tivities and  the  compliance  activities  and  monitoring  adverse 
events  so  that  changes  in  the  labeling  to  the  physicians  can  be 
made  so  they  can  use  these  vaccines  most  correctly  and  not  in 
areas  where  they  are  contraindicated.  So  these  are  a  broad  and  di- 
verse set  of  responsibilities.  We  are  responsible  for  releasing  qual- 
ity vaccines  for  our  children. 

In  the  global  vaccine  initiative  the  FDA  has  played  a  key  role  in 
the  international  scene  with  WHO,  the  Pan  American  Health  Or- 
ganization and  working  with  countries  such  as  Russia  which  is  cur- 
rently building  up  programs.  So  we  have  taken  the  charge,  taken 
the  responsibility,  but  the  responsibilities  with  respect  to  safe  and 
effective  vaccines  clearly  lie  within  our  purview. 

IMMUNIZATION  PROGRAM 

Mr.  Myers.  Under  President  Clinton's  economic  stimulus  pack- 
age, FDA  is  to  receive  $5.3  million  in  the  immunization  program. 
Exactly  how  will  this  funding  be  spent? 

Dr.  Kessler.  FDA  will  receive  $7  million  in  the  immunization 
program.  This  funding  will  be  used  generally  to  initiate  increased 
FDA  activities  and  for  additional  support  to  complement  related 
Public  Health  Service  programs.  This  includes  the  enhancement  of 
activities  regarding  the  evaluation  of  new  products,  including  new 
INDs  and  license  applications;  additional  research  related  to  stand- 
ards and  assays  development;  and  expediting  of  pre-  and  post-mar- 
keting inspections  and  lot  releases.  This  funding  also  will  enable 
FDA  to  increase  information  dissemination  and  management  of 
education  of  health  care  providers  and  parents;  improve  the  man- 
agement £md  analysis  of  vaccine  related  events;  and  accelerate  re- 
search to  define  more  precisely  biological  mechanisms  leading  to 
adverse  events  and  immunologic  mechsmisms  of  vaccines. 

Mr.  Myers.  Was  this  amount  included  in  your  request  to  OMB 
for  FY94? 

Dr.  Kessler.  We  did  not  submit  a  formal  request  to  OMB. 

MAMMOGRAPHY  QUAUTY  STANDARDS  ACT 

Mr.  Myers.  Will  technicians  administering  the  tests  under  the 
Mammography  Quality  Standards  Act  and  the  radiologists  be  in- 
cluded in  your  rules? 
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Dr.  Kessler.  The  MQSA  requires  that  the  personnel  at  mammog- 
raphy facilities  meet  qualifications  to  be  established  by  regulation. 
There  will  be  standards  for  the  technicians  administering  the  ex- 
amination, the  physicians  interpreting  the  results,  the  medical 
physicists  providing  quality  assurance  services  to  the  facilities,  and 
the  Federal  or  State  personnel  who  inspect  the  facilities  for  compli- 
ance with  the  regulations. 

DELAYS  IN  MEDICAL  DEVICE  REVIEWS 

Mr.  Myers.  There  has  been  concern  about  recent  reports  that 
member  companies  of  the  medical  device  industry  have  been  sub- 
ject to  unprecedented  delays  in  the  review  of  its  products  and  that 
FDA  has  erected  barriers  to  communication  between  itself  and 
members  of  the  device  community.  You  touch  upon  this  problem  in 
your  testimony.  How  much  of  the  problem  would  you  say  is  due  to 
mandates  placed  upon  the  agency  by  the  federal  government? 

Dr.  Kessler.  There  are  two  major  issues  to  address  in  this  ques- 
tion. The  first  is  the  question  of  delays  in  processing  product  re- 
views, and  the  second  is  the  question  of  communications  between 
the  members  of  the  device  industry  and  FDA. 

There  is  no  doubt  that  it  now  takes  longer  for  a  product  review 
to  be  conducted  than  it  did  a  year  ago.  This  delay  is  attributable  to 
several  factors  that  include:  increased  number  of  submissions; 
larger  and  more  complex  submissions  that  intrinsically  take  longer 
to  review;  more  scrutiny  from  the  HHS  Inspector  General,  GAO, 
and  the  Congress;  technological  change;  new  legislative  mandates 
in  the  form  of  the  Safe  Medical  Devices  Act,  the  Clinical  Laborato- 
ry Improvement  Amendments,  and  the  Mammography  Quality 
Standards  Act;  and  the  staff  and  time  needed  to  handle  issues  such 
£is  silicone  gel-filled  breast  implants  and  temporomandibular 
joint — jaw — implants. 

All  of  these  factors  have  affected  FDA  during  a  time  of  constant 
resource  levels.  This  extra  workload  has  burdened  a  relatively 
strained  staff  to  the  point  where  backlogs  have  arisen  in  areas 
where  they  did  not  exist  previously. 

As  a  result  of  the  number  of  phone  inquiries  FDA  product  re- 
viewers were  receiving,  frequently  from  industry  representatives 
lobbying  for  a  particular  product,  FDA  adopted  a  policy  that  prod- 
uct reviewers  were  not  to  accept  direct  telephonic  communications 
from  industry  representatives  related  to  the  product  under  review. 
In  order  to  reopen  communications  between  FDA  and  industry 
members,  FDA  has  established  the  following  parameters  within 
which  product  reviewers  and  industry  members  may  have  direct 
communications.  Product  reviewers  may:  (1)  contact  industry  mem- 
bers for  clarification  or  expansion  of  data  relevant  to  a  particular 
product  under  review;  (2)  accept  phone  calls  from  manufacturers  to 
discuss  submission  status  after  specified  time  periods  in  the  review 
process;  (3)  accept  phone  calls  from  manufacturers  responding  to 
communications  initiated  by  FDA  product  reviewers;  and  (4)  accept 
phone  calls  to  discuss  business  not  directly  related  to  a  product 
under  review.  Regardless  of  the  reason  for  the  communication,  in- 
dustry must  be  explicit  in  the  reasons  for  the  phone  calls,  and 
product  reviewers  must  make  a  written  record  of  all  phone  calls. 
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Mr.  Myers.  Is  FDA  also  focusing  on  expediting,  within  the 
bounds  of  proper  review,  the  review  process  for  new  companies 
with  limited  capital  resources? 

Dr.  Kessler.  No,  FDA  does  not  discriminate  among  those  who 
submit  product  review  applications.  All  applications  for  product 
review  undergo  the  same  rigorous  review  to  ensure  the  safety  and 
effectiveness  of  the  product  before  it  is  approved  for  use. 

Mr.  Myers.  Under  the  budget  you  presented  to  0MB,  how  many 
reviewers  had  you  intended  to  bring  into  the  agency  during  FY94? 

Dr.  Kessler.  No  formal  budget  was  presented  to  0MB  for  FY 
1994. 

Mr.  Myers.  Thank  you. 

Mr.  DuRBiN.  Mr.  Peterson. 

Mr.  Peterson.  Thank  you,  Mr.  Chairman. 

And,  Dr.  Kessler,  my  congratulations  as  well  on  your  reappoint- 
ment process.  It  seems  to  me  that  you  have  an  incredibly  diverse 
and  complex  task. 

And  the  reports  that  keep  coming  out — ^we  may  have  one  product 
that  does  it  all  now,  just  like  my  mother  had  when  I  was  growing 
up,  and  that  is  aspirin.  Every  time  we  turn  around  now — as  I  un- 
derstand, it  is  good  for  cancer,  it  is  good  for  the  heart  and  all  these 
other  things,  and,  strangely  enough,  it  still  works  for  headaches.  I 
am  being  a  little  facetious  there,  but  it  seems  like  we  add  on  and 
add  on  in  these  claims. 

And  I  would  be  interested  in  your  opinion  or  your  observation  as 
to  how  these  things  keep  coming  up.  Who  creates  all  of  these  re- 
ports that  make  all  of  these  claims?  They  are  not  coming  from 
your  shop,  clearly.  And  then  how  do  you  deal  with  those  kinds  of 
claims  after  they  have  been  made? 

Dr.  Kessler.  We  don't  test  drugs.  We  don't  undertake  the  re- 
search in  the  vast  number  of  incidents.  There  is  some  research  that 
we  do  where  no  one  is  else  is  going  to  do  it.  We  have  particular 
expertise,  drug-drug  interaction. 

Dr.  Peck  talked  a  little  about  some  of  the  regulatory  research  we 
do  to  ensure  the  protection  of  the  public.  But  all  the  new  discover- 
ies you  are  talking  about  take  place  in  this  country  either  in  the 
private  sector  or  in  with  our  colleagues  at  the  NIH.  That  is  where 
discoveries  are  made. 

In  the  end,  we  are  only  as  good  as  the  applications  that  come 
into  the  agency,  and  the  data  that  come  in.  And  there  is  an  endless 
number  of  new  studies.  I  mean,  there  really  is  a  creative  genius  out 
there. 

We  have  created  an  enormous  partnership  for  research  in  this 
country.  It  is  a  partnership  between  the  Federal  Government,  the 
research  universities  and  the  private  sector,  where  the  research 
universities  in  this  country  undertake  basic  science  research.  The 
pharmaceutical  industry  does  the  applied  research.  And  that  is  the 
system  that  we  established  50  years  ago. 

We  are  unparalleled  when  it  comes  to  new  discoveries  in  biomed- 
ical research  and  that  partnership,  with  the  support  of  research 
universities,  the  support  of  the  pharmaceutical  industry  and  the 
Federal  Government,  really  makes  us  the  envy  of  the  world. 
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Mr.  Peterson.  So  some  of  these  assumptions,  based  on  your 
statement,  means  that  we  should  look  at  these  as  serious  claims 
then? 

Dr.  Kessler.  Absolutely. 

IMPORTED  FOODS 

Mr.  Peterson.  Okay.  Let  me  shift  gears. 

In  your  statement  you  made  a  comment  which  I  think  is  very  in- 
teresting, and  that  is  that  more  and  more  of  the  food  Americans 
eat  is  imported.  It  is  kind  of  a  reversal  of  what  we  really  want  to 
see  in  American  agriculture  communities.  But,  in  that  regard,  I 
would  be  interested  to  know  how  you  deal  with  that  in  the  division 
of  your  work  force. 

Given  some  assumptions  on  my  part — it  seems  to  me  that  im- 
ports are  coming  from  some  countries  where  governments  aren't 
as  concerned  about  contamination.  And  I  am  concerned  that  we 
may  be  focusing  more  on  the  domestic  inspection  process,  and  we 
may  have  a  division  of  work  load  there  that  is  not  necessarily  in 
tune  with  the  percentage  of  incoming  agricultural  products. 

You  are  looking  at  10  percent  of  what  is  coming  in  here  based  on 
your  record.  How  do  you  perceive  that  as  being  adequate?  And 
then  how  do  you  see  this  as  a  growth?  What  is  that  going  to  have 
on  the  impact  on  your  work  force?  How  are  you  going  to  either 
switch  out  what  you  have  or  are  you  going  to  have  to  have  addi- 
tional assistance  in  dealing  with  this  which,  clearly,  is  going  to 
occur  with  NAFTA  and  GATT  trade  agreements  that  we  are  nego- 
tiating now? 

I  see  this  as  a  major  problem  and  I  would  be  interested  in  how 
you  were  going  to  address  this. 

Dr.  Kessler.  I  think  it  is  a  major  problem  for  us,  Congressman, 
and  I  think  it  requires  the  attention  of  everyone.  There  is  no  imme- 
diate crisis  here,  but  I  think  that  it  is  one  of  the  areas — that  is  why 
I  highlighted  it  in  my  testimony — it  is  an  area  that  I  think  we  are 
going  to  need  to  work  jointly  with  the  Congress  to  deal  with. 

The  problem  with  import  is  inspection.  It  is  so  labor  intense.  I 
have  been  at  the  borders.  I  know  what  it  is  like  for  our  inspectors 
to  be  going  through  these  truckloads  whether  it  is  the  Peace  Bridge 
or  whether  it  is  the  international  airports.  It  is  backbreaking  work. 
It  is  very  labor  intensive  work.  And  we  recognize  that  we  can't  in- 
spect everything. 

And,  not  only  that,  the  problem  is — with  regard  to  an  import — 
just  looking  at  the  end  product,  what  does  that  tell  us?  Sometimes 
we  just  look  at  a  piece  of  paper  to  make  sure  the  shipment  looks 
appropriate  and  there  is  nothing  fluky  going  on.  Sometimes  we 
look  and  sometimes  we  sample,  but  that  is  not  going  to  give  us  a 
great  deal  of  comfort  if  you  don't  know  what  that  product  has  been 
through,  if  you  don't  know  how  that  product  has  been  made.  A  cur- 
sory sample  at  the  end  point  is  not  going  to  be  able  to  solve  that 
issue. 

More  and  more,  we  are  developing  agreements  with  foreign  coun- 
tries so  we  can  have  assurances  of  the  kind  of  monitoring  that 
takes  place  within  the  country,  but  we  are  far  from  there,  Con- 
gressman. It  is  a  very  important  and  very  difficult  issue. 
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Mr.  Peterson.  Do  you  anticipate  a  greater  expenditure  on  your 
part  in  the  future?  And,  if  that  is  the  case,  have  you  made  any 
time  Unes? 

Dr.  Kessler.  Let  me  give  you  an  example. 

In  the  last  three  years,  just  detentions,  what  we  are  talking 
about,  we  are  talking  problems  that  are  violative,  problems  that 
are  coming  in  at  the  border.  1989,  we  were  at  25,000  detentions. 
1992,  just  three  years  later,  we  are  at  41,000  detentions.  We  are 
very  targeted,  I  mean,  in  our  import  inspections.  There  is  stuff 
going  on,  and  we  have  to  be  doing  more. 

If  a  police  officer  is  on  the  street  and  25  percent  of  the  people 
were  speeding  out  there,  you  got  a  problem.  And  so  it  is  with  our 
violative  rate — we  know  that  we  have  to  do  more.  But,  it  is  very 
labor  intense. 

And  the  issue  for  us,  the  issue  in  a  world  of  AIDS,  in  a  world 
where  there  is  a  backlog  of  medical  devices,  where  we  want  to  get 
products  for  scleroderma  out,  we  still  need  inspectors  at  the  bor- 
ders being  able  to  do  their  jobs. 

Mr.  Peterson.  In  that  regard,  have  you  any  numbers  as  to  the 
contaminations  that  get  past  you  as  a  percentage,  the  incidents 
that  occur  in  the  marketplace  that  are  discovered  later? 

Dr.  Kessler.  What  am  I  missing  is  what  you  are  asking  me? 

Mr.  Peterson.  Exactly. 

Dr.  Kessler.  That  is  very  hard  because,  if  I  knew  what  I  was 
missing,  I  would  try  not  to  miss  it.  So  you  get  into  a  catch-22.  Ron 
or  maybe  Dr.  Archer  has  a  sense — ^because  most  of  it  is  food. 

Mr.  Chesemore.  We  really  don't  have  a  sense  of  what  we  are 
missing,  but  we  know  we  are  certainly  missing  some.  We  also  know 
there  are  instances  where  a  product  is  declared  as  one  thing  and, 
when  we  inspect  it,  it  is  really  not  what  it  was  declared  to  be. 

What  we  have  done  is  try  to  work  more  cooperatively  with  Cus- 
toms. We  are  also  trying  to  get  the  States,  some  of  our  sister  agen- 
cies at  the  State  level,  to  help  us  out  in  looking  at  some  products 
once  they  go  in  the  warehouse  just  because,  as  the  Commissioner 
indicated,  we  don't  have  the  resources  to  look  at  everything. 

Another  thing — we  are  working  with  Customs — in  a  pUot  test — 
with  an  automated  system  in  Seattle.  This  is,  hopefully,  going  to 
cut  down  the  paperwork,  if  you  will,  and  go  to  an  automated 
system.  So  we  clearly  know  there  are  some  products  that  we  don't 
want  to  spend  a  lot  of  time  worrying  about.  And  we  want  to  work 
with  Customs,  get  those  products  cleared,  let  them  proceed  on  into 
the  country  as  quickly  as  possible  so  we  can  spend  our  resources 
and  target  the  products  more  likely  to  be  a  problem. 

And  you  are  absolutely  right  in  your  first  statement  with  respect 
to  some  countries,  of  course,  having  better  inspectional  systems 
than  others.  In  those  countries  where  we  can  have  faith  in  their 
inspectional  system  and  we  can  verify  it,  we  would  like  to  work 
with  memorandums  of  understanding  in  those  countries. 

Mr.  Peterson.  And  in  those  memorandums  of  understanding  you 
have  with  the  countries,  you  are  also  extending  your  work  force 
through  the  use  of  state  and  local  governments? 

Mr.  Chesemore.  Wherever  we  can.  Of  course,  state  and  local  gov- 
ernments are  taxed  as  well. 
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Mr.  Peterson.  As  I  understand,  you  had  something  Hke  17  or  19. 
Has  that  increased  appreciably  in  the  last  year? 

Mr.  Chesemore.  Memorandums  of  understanding? 

Mr.  Peterson.  The  number  of  cooperative  memorandums. 

Mr.  Chesemore.  I  would  have  to  supply  that  for  the  record.  I 
don't  think  it  has  increased  substantially. 

[The  information  follows:] 

Memoranda  of  Understanding 

The  agency  has  been  working  over  the  last  two  years  to  increase  the  number  of 
agreements  implemented  by  formal  Memoranda  of  Understanding  (MOUs)  with 
states.  These  agreements  help  prevent  duplication  of  work  by  FDA  and  state  agen- 
cies and  strengthen  overall  consumer  protection  by  more  effectively  utilizing  the 
limited  Federal  and  state  resources. 

In  March  of  1992,  we  had  47  MOUs  with  various  state/local  regulatory  agencies. 
We  currently  have  59  MOU's  and  are  continuing  efforts  to  develop  new  agreements. 

WHERE  CAN  FDA  CUT  BACK 

Mr.  Peterson.  To  shift  gears  again — if  you  were  given  the 
option — and  this  was  touched  on  by  my  colleague — to  streamline 
FDA — what  kinds  of  responsibilities  could  you  shed  even  if  they 
are  congressionally  mandated?  What  areas  could  we  actually  strip 
from  you  to  make  you  more  efficient,  effective,  or  perhaps  are  actu- 
ally redundant,  to  another  agency? 

Dr.  Kessler.  We  have  looked  hard,  and  we  are  continuing  to  look 
hard.  And  the  answer — you  can  always  find — maybe  you  know  a 
person  here  or  a  person  there  that  you  may  be  able  to  put  in  a 
higher  priority  area.  But  the  answer  is,  I  have  yet  to  find  any  area. 
The  Edwards  committee  suggested  that  I  come  here  and  tell,  and 
say,  okay,  we  can't  do  it  all.  And  here  is  what  I  am  not  going  to  do. 

I  am  not  going  to  go  inspect  this  area  or  I  am  not  going  to  go 
review  this  series  of  applications.  We  have  stepped  up  to  the  plate, 
but  I  have  yet  to  develop  that  kind  of  courage  and  come  here  and 
tell  you  that  I  am  not  going  to  do  these  kinds  of  inspections,  that  I 
am  not  going  to  do  imports  and  not  go  into  blood  banks,  that  I  am 
not  going  to  deal  with  medical  devices.  We  can't  do  that.  We  have 
to  do  that  all. 

You  asked  a  question.  In  1989,  we  had  687  people  doing  imports. 
We  are  now  up  to  822.  We  are  relatively  flat  line  compared  to  1980. 
We  are  robbing  Peter  to  pay  Paul.  It  is  the  story  of  the  agency. 
There  is  nothing  that  I  know  of  of  any  significance  that  we  can 
shed.  We  can  shed  stuff,  but  somebody  is  going  to  have  to  do  it. 

Mr.  Peterson.  Well — and  that,  then,  comes  down  to  the  point.  If 
you  have  the  responsibility  and  we  don't  have  the  wherewithal  to 
give  you  the  resources  to  do  it,  then  you  shouldn't  be  doing  it.  Is 
that  right? 

Dr.  Kessler.  The  difference  between  us  and  the  cjrnics  is  that  we 
try.  Congressman.  We  try.  You  give  us  a  responsibility — and  the 
history  of  this  agency — if  you  look  at  the  Nutrition  Label  Act,  the 
Safe  Medical  Devices  Act,  the  Mammography  Act — I  could  go  and 
on.  These  are  all  important  statutes.  But — and  we  are  trying,  but  I 
have  to  be 

Mr.  Peterson.  I  am  not  being  critical. 

Dr.  Kessler.  I  understand. 
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Mr.  Peterson.  I  am  trying  to  get  to  better  government.  If  you 
need  more  resources  and  if  we,  as  you  say,  are  doing  these  very 
monumental  things  for  society,  then  we  need  to  fund  it. 

But,  on  the  other  hand,  we  can't  say  I  am  going  to  do  a  half  a  job 
here  because  you  are  only  giving  me  half  the  money.  That  isn't 
going  to  sell  either.  So  we  have  to  make  that  realization  here  to  do 
what  you  have  to.  Either  we  have  got  to  reduce  your  responsibility 
or  we  have  to  give  you  more  money. 

Dr.  Kessler.  I  agree  with  that  100  percent. 

Let  me  tell  you  how  it  translates  into  action,  and  what  the  re- 
sults are.  Congress  enacted  the  1976  Medical  Device  Law.  There 
were  some  additional  resources,  but  not  what  we  estimated  we 
needed  to  do  the  job.  Lately,  We  have  been  flat  lined. 

Congress  said,  go  back  and  start  and  deal  not  only  with  all  the 
new  technologies  that  are  coming  forward,  but  also  go  back  and 
look  at  all  the  devices  that  are  important  that  were  on  the  market 
before  1976,  pre-amendment,  to  evaluate  the  safety  and  efficacy  of 
those.  It  is  in  the  statute.  There  are  thousands  and  thousands  of 
those  devices  we  haven't  gotten  to. 

How  many  have  we  done?  Maybe  five  or  six.  Do  I  feel  comforta- 
ble sitting  here  and  telling  you  that?  We  want  to  be  doing  more. 
Just  inspections  and  the  issue  of  imports  versus  domestic  plants. 
We  are  in  some  plants  every  eight  years.  The  statute  says  every 
two  years  in  many  areas.  We  need  to  bring  those  things  into  s)mch 
because  otherwise  our  credibility  not  only  to  you  but  to  the  Ameri- 
can public,  is  out  of  the  window. 

Mr.  Peterson.  Well,  I  bring  that  up  because  I  think  this  commit- 
tee has  to  really  seriously  address  this. 

All  through  your  testimony  and  through  all  the  questioning  here 
I  have  heard  resources,  resources,  resources.  They  aren't  there.  But 
responsibility,  responsibility,  responsibility  is  there.  And  there  is 
no  balance  here. 

I  just  don't  think  it  is  fair  to  the  American  people  that  we  are 
asking  you  to  do  something  that  you  can't  do  or,  if  you  can  do  it, 
we  are  not  giving  you  the  resources  to  do  it.  And  I  think  it  is  unre- 
alistic and  ultimately  unkind  in  the  process.  So  that  is  something 
we  will  chat  about  on  the  committee. 

CANNED  MUSHROOMS 

Dr.  Kessler,  I  have  a  large  mushroom  farm  in  my  district  which 
produces  mushrooms  primarily  for  the  fresh  market.  They  have 
brought  to  my  attention  their  concerns  about  the  possibility  of  con- 
taminated canned  mushrooms  being  imported  into  this  country. 
Obviously,  if  a  food  poisoning  outbreaks  occurs  as  a  result  of  an  im- 
ported product,  domestic  growers  for  both  the  fresh  and  processes 
markets  will  be  affected. 

What  actions  are  you  taking  currently  to  monitor  imports  of 
canned  mushrooms? 

Dr.  Kessler.  Three  Import  Alerts,  25-11,  25-12  and  25-15,  in- 
struct our  field  personnel  to  monitor  entries  of  canned  mushrooms. 
We  have  also  discussed  verbally  with  field  personnel  to  increase 
sampling  of  canned  mushrooms  from  Asian  countries,  especially 
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Thailand,  and  surveillance  of  canned  mushrooms  shipped  by  Hong 
Kong  exporters. 

Mr.  Peterson.  What  actions  are  taken  against  manufacturers 
who  are  found  to  have  shipped  a  contaminated  product? 

Dr.  Kessler.  When  staphylococcal  enterotoxin  is  found  in  canned 
mushrooms  and/or  when  significant  violations  of  the  low-acid 
canned  food  regulations  are  found,  those  manufacturers  are  imme- 
diately placed  under  automatic  detention  by  issuance  of  a  specific 
import  alert  and/or  adding  their  name  to  the  general  Import  Alert 
#  99-04  for  low-acid  canned  food  manufacturers. 

Mr.  Peterson.  What  countries  or  manufacturers  currently  under 
automatic  detention? 

Dr.  Kessler.  Countries  or  manufacturers  currently  under  auto- 
matic detention  are  all  manufacturers  of  canned  mushrooms  from 
the  Peoples  Republic  of  China;  three  manufacturers  from  the  Re- 
public of  Korea;  one  factory  from  the  Republic  of  China  or  Taiwan; 
one  factory  from  Thailand;  and  three  factories  from  Hong  Kong. 

Mr.  Peterson.  What  countries  or  manufacturers  have  import 
alerts  pending? 

Dr.  Kessler.  There  are  no  countries  or  manufacturers  that  have 
alerts  pending. 

Mr.  Peterson.  Are  you  aware  of  canned  mushrooms  from  a  coun- 
try under  automatic  detention  being  transshipped  through  another 
country  to  the  United  States?  If  so,  what  are  you  doing  to  combat 
this  problem? 

Dr.  Kessler.  Yes.  We  are  currently  investigating,  with  the  assist- 
ance of  U.S.  Customs,  fraudulent  transshipments  where  the  prod- 
uct was  labeled  as  product  of  the  country  through  which  it  was 
transshipped,  invoiced  as  being  processed  by  a  canner  in  that  coun- 
try and  the  cans  were  coded  using  that  processor's  can  coding 
system.  We  hope  to  be  able  to  identify  who  was  involved,  where  the 
mushrooms  were  manufactured  and  how  the  transshipments  oc- 
curred to  enable  us  to  be  in  a  position  to  identify  fraudulent  en- 
tries in  the  future.  We  have  the  cooperation  of  the  government  of 
the  country  through  which  transshipments  were  made  and  have 
been  assured  that  guilty  parties  would  be  punished.  In  addition, 
the  government  voluntarily  provided  us  with  a  procedure  they 
were  instituting  for  authenticating  legitimate  canned  mushrooms 
from  that  country.  A  trip  to  Taiwan  by  two  FDA  persons  was  made 
in  November,  1992  to  specifically  investigate  this  situation.  Addi- 
tional activities  to  investigate  fraudulent  shipments  are  being  con- 
sidered. 

irradiation  processes 

Mr.  Peterson.  What  responsibility  does  the  Food  and  Drug  Ad- 
ministration have  in  monitoring  irradiation  processes? 

Dr.  Kessler.  The  role  of  the  FDA  in  determining  whether  foods 
may  be  irradiated  in  the  U.S.  stems  from  the  language  of  the  1958 
Food  Additives  Amendment  to  the  Federal  Food,  Drug,  and  Cos- 
metic Act,  which  explicitly  included  a  source  of  radiation  under  the 
food  additive  provisions  of  the  law.  Thus  an  irradiated  food  may 
not  be  sold  in  the  United  States,  unless  its  safety  has  been  demon- 
strated and  FDA  has  issued  a  regulation  which  prescribes  safe  con- 
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ditions  of  irradiation.  Food  irradiation  plants  are  subject  to  the 
same  inspection  requirements  as  all  other  food  processing  plants. 
The  Food  Safety  and  Inspection  Service  of  the  U.S.  Department  of 
Agriculture  inspects  meat  and  poultry  processing  facilities  and 
FDA  inspects  all  other  food  processing  plants. 

With  regard  to  medical  devices,  FDA  has  regulatory  responsibil- 
ity over  the  manufacturing  and  marketing  of  electronic  linear  ac- 
celerators which  can  be  used  in  irradiation  processes.  FDA  does  not 
have  justification  over  the  use  of  these  devices  in  food  irradiation. 
These  products,  which  can  be  designed  to  accelerate  electrons  or 
produce  x-rays,  are  regulated  under  Chapter  V  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act,  formerly  called  the  Radiation  Control  for 
Health  and  Safety  Act  of  1968. 

A  manufacturer  of  an  electronic  linear  accelerator  that  acceler- 
ates electrons  must  comply  with  the  general  provisions  for  elec- 
tronic products  as  specified  in  Title  21  of  the  Code  of  Federal  Regu- 
lations. This  includes  the  following  general  provisions:  reporting 
accidental  radiation  occurrences  to  FDA;  reporting  radiation  safety 
defects  to  FDA;  repairing,  repurchasing,  or  replacing  defective  elec- 
tronic products;  and,  if  the  manufacturer  is  foreign,  to  designate  an 
agent  in  the  United  States. 

A  manufacturer  of  an  electronic  linear  accelerator  that  is  de- 
signed to  produce  x-rays  must  comply  with  the  general  provisions 
mentioned  above  and  with  general  reporting  and  record  keeping  re- 
quirements. The  manufacturer  must  submit  to  FDA  an  initial  and 
model  change  report  containing  information  on  radiation  safety, 
quality  control  test  procedures,  specifications,  test  data,  model 
identifications,  manufacturer's  location,  and  user  and  assembler  in- 
formation. The  manufacturer  must  also  submit  an  annual  report 
which  summarizes  the  contents  of  the  records  that  must  be  main- 
tained for  the  reporting  year. 

The  electronic  linear  accelerators  used  in  the  irradiation  process 
are  not  subject  to  a  Federal  performance  standard.  In  the  event 
FDA  become  aware  that  an  accelerator  is  defective,  it  can  force  the 
accelerator  manufacturer  to  repair,  replace,  or  refund  the  purchase 
price. 

Mr.  Peterson.  If,  as  reported,  irradiation  is  very  effective  in  re- 
ducing pathogens,  does  FDA  have  a  role  in  educating  the  public  on 
its  benefits  and  alleviating  public  fears  that  the  process  is  harmful? 

Dr.  Kessler.  FDA  has  for  some  time  taken  an  active  role  in  dis- 
cussing with  various  constituencies,  including  industry,  the  press, 
and  the  public,  the  uses  of  irradiation  in  food  and  in  explaining  the 
rationale  used  by  FDA  in  reaching  the  conclusion  that  the  permit- 
ted uses  of  irradiation  are  safe.  For  example,  FDA  personnel  have 
given  speeches  and  interviews  and  have  participated  in  scientific 
meetings,  symposia  and  expert  panels.  Public  Affairs  Specialists  in 
FDA's  field  offices  have  used  consumer  exchange  meetings  and  the 
media  to  reach  the  public  with  information  on  food  irradiation  and 
to  answer  questions. 

PHARMACEUTICALS 

Mr.  Peterson.  When  approving  a  new  pharmaceutical,  is  there  a 
specific  number  of  test  samples  necessary  for  each  approval? 
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Dr.  Kessler.  New  drugs  are  developed  and  tested  by  the  drug 
sponsor.  The  sponsor  submits  his  initial  test  data  in  the  form  of  an 
investigational  new  drug  application  and  then  later,  when  the 
human  and  animal  drug  testing  is  complete,  in  a  new  drug  applica- 
tion. Each  new  drug  application  would  specify  a  certain  number  of 
test  samples,  but  that  number  is  not  specified  by  FDA  policy  or 
regulation. 

ORPHAN  DRUGS 

Mr.  Peterson.  Is  the  funding  level  for  FDA's  work  with  orphan 
drugs  adequate  to  ensure  availability  of  these  products? 

Dr.  Kessler.  It  is  estimated  that  in  the  United  States  there  are 
more  than  5,000  rare  disorders  affecting  orphan  populations  with 
fewer  than  200,000  patients.  Under  current  funding  levels,  FDA's 
orphan  products  development  program  has  designated  and  man- 
aged 566  orphan  products  for  the  treatment  and  diagnosis  of  rare 
disorders.  Approved  orphan  products  for  the  treatment  and  diagno- 
sis of  rare  disorders.  Approved  orphan  products  total  89  for  65  indi- 
cations. The  orphan  products  grant  funds  have  supported  more 
than  190  studies  for  the  potential  development  of  rare  disease 
treatment. 

DUAL  USE  drugs 

Mr.  Peterson.  Drugs  that  are  effective  for  human  use  are  often 
beneficial  for  use  on  animals  as  well.  How  does  a  product  qualify 
for  that  kind  of  dual  use? 

Dr.  Kessler.  There  are  two  ways  in  which  a  human  drug  product 
may  be  used  in  animal  medicine.  Under  the  Federal  Food,  Drug, 
and  Cosmetic  Act,  a  sponsor  may  develop  and  submit  appropriate 
safety  and  effectiveness  data  in  the  form  of  a  New  Animal  Drug 
Application  requesting  approval  for  animal  use  of  the  human  drug. 
The  human  drug  product  may  then  be  approved  as  an  animal  drug 
product  under  labeling  for  animal  use  and  may  be  used  to  treat 
animals  in  accord  with  the  approved  label.  The  second  way  is  that 
the  Food  and  Drug  Administration  has  exercised  regulatory  discre- 
tion by  allowing  veterinary  practitioners  to  make  medical  judg- 
ments to  use  human  drugs  in  their  professional  practices  to  treat 
animals  under  certain  circumstances.  This  has  been  addressed  in  a 
policy  statement. 

I  will  provide  for  the  record  a  copy  of  the  policy  statement. 

[The  information  follows:] 
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FOOD  AND  DRUG  ADMINISTRATION  ^yj^g 

COMPLIANCE  POLICY  GUIDES 


7125.35 


CHAPTER  25  -  VETERINARY  DRUG 


SUBJECT:   Human-Labeled  Drugs  Distributed  and  Used  in  Animal 
Medicine 


BACKGROUND 

*  This  Compliance  Policy  Guide  explains  how  FDA  will  exercise  its 
enforcement  discretion  with  respect  to  distribution  and  use  of 
hximan-labeled  drug  products  for  use  in  animals.   It  is  FDA's 
intent  to: 

-  eliminate  promotion  by  manuf actxirers ,  distributors,  and 
phcormacies; 

-  ensure  that  distribution  and  dispensing  are  made  only  in 
response  to  requests  by  veterinary  practitioners 
(practitioner  driven) ; 

-  refrain  in  ordinary  circumstances  from  enforcement  actions 
when  humcin  drugs  are  used  or  dispensed  by  veterinarians  in 
treating  non-food-producing  animals; 

-  t2ike  enforcement  action  against  veterineirians  who  cause 
illegal  residues  in  food -producing  animals; 

-  limit  use  of  human-labeled  drugs  in  treating  food-producing 
animals  to  very  narrow  circumstances;  and 

-  prohibit  use  except  by  or  on  the  order  of  a  licensed 
veterinciriem  in  the  course  of  his  or  her  practice. 

The  key  regulatory  elements  under  this  policy  are  determination 
of  whether  or  not  (1)  the  distribution  and  dispensing  are 
practitioner  driven  cind  (2)  the  veterinary  practitioners  limit 
their  uses  of  human-leibeled  drug  products  to  treating  non-food 
animals,  with  certain  narrow  exceptions.   Since  distribution  and 
dispensing  are  to  be  vet^inciry  practitioner  driven,  amd  since 
distributors  cind  pharmacists,  after  properly  distributing  the 
drug,  ordinarily  cannot  control  end  uses,  this  policy  places 
primary  responsibility  on  the  veterinairian.   This  policy  is  not 
intended  to  permit  the  distribution  of  human-labeled  drug 
products  to  veterinarians  where  prohibited  or  limited  by  state 
laws. 
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FDA  is  aweore  that  humzm- labeled  drug  products  have  been  promoted 
and  distributed  by  mzmufacturers,  distributors,  and  pharmacies 
for  use  in  animals  zmd  that  such  drugs  are  being  prescribed, 
dispensed,  and  administered  by  veterinarians  for  animal  use. 

Promotion  of  humam-ljOjeled  drug  products  for  veterinary  use  by 
these  sources  has  included  acts  such  as  advertising  etnimal  use  in 
■veterinary   publications;  distribution  of  laibeling  aind  promotional 
materials  suggesting  or  recommending  use  of  these  products  in 
animals;  or  oral  statements  from  sales  personnel  describing  or 
recommending  use  in  animals.   Such  promotion  causes  the  drugs  to 
be  misbranded  xinder  Section  502(f)(1),  or  adulterated  new  animal 
drugs  vmder  Section  501(a)(5),  or  both.   Furthermore,  such 
promotion. may  svibvert  the  new  zinimal  drug  approval  process  by 
creating  a  disincentive  for  drug  memufacturers  to  seek  such 
approvals . 

Host  veterinary  use  of  humem-labeled  drug  products  occurs  in  non- 
food animal  practice  (companion,  sporting,  exotic,  etc.).   Many 
of  the  maladies  of  pets  and  other  non-food  animals  cannot  be 
treated  in  accordance  with  current  standards  of  veterinary 
practice  without  the  use  of  human-labeled  drugs  since  appropriate 
drug  products  bearing  veterinary  labeling  often  do  not  exist. 
Because  of  this,  FDA  has  generally  refrained  from  taking 
enforcement  actions  in  this  area   because  there  is  no  expected 
adverse  impact  upon  the  public  health. 

FDA  is  very  concerned  about  the  use  of  human-labeled  drugs  in 
food -producing  emimals  because  of  the  increased  potential  for 
illegal  drug  residues  in  meat,  milk,  and  eggs.   Human-labeled 
drug  products  have  not,  among  other  things,  vindergone  testing  for 
residue  depletion  from  edible  tissues.   Appropriate  withdrawal 
times  to  avoid  illegal  residues  in  food  can  only  be  estimated. 

Nevertheless,  there  are   legitimate  and  importaint  veterinary  needs 
for  human-labeled  drugs  in  the  treatment  of  disease  or  to  prevent 
pain  in  food -producing  animals  in  instances  where  there  simply 
are  no  animal  drug  products  available  that  would  avoid  animal 
suffering  or  death.   Examples  include,  but  are  not  necesssirily 
limited  to  analgesics  and  anesthetics  for  pain,  sedation,  and 
surgery,  insulin  for  ketosis,  and  antidotes  for  poisonings. 
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POLICY 

A.  Distribution  and  Dispensing 

Labeling,  advertising,  oral  representations,  or  any  other  act  by 
a  manufacturer,  distributor,  or  pharmacy  which  establishes  an 
intended  use  of  human-labeled  drugs  for  animal  use  is  subject  to 
regulatory  action.   However,  the  simple  listing  of  human-labeled 
drug  products  in  price  sheets  and  catalogues  distributed  to 
veterinarians  will  not  ordinarily  be  subject  to  such  action. 
Dispensing  pharmacists  are  required  by  Section  503(f)  to  label 
dispensed  drugs  in  accordance  with  the  prescribing  veterineir ian ' s 
instructions,  including  the  name  and  address  of  the  dispenser, 
the  serial  number  and  date  of  the  order  or  of  its  filing,  the 
neune  of  the  licensed  veterinarian,  and  directions  for  use  and  any 
cautionary  statements.   Providing  this  information  does  not 
constitute  promotion  against  which  the  agency  is  prepzired  to  teike 
action. 

High  priority  will  be  placed  on  actions  against  manufacturers, 
distributors,  and  pharmacies  who  promote  the  substitution  of 
hvunan- labeled  drug  products  for  animal  drugs  for  economic 
reasons. 

B.  Use  of  human  drugs  by  veterinarians  in  professional 
practice 

(i)   Use  in  non-f ood-producing  animals:  e.g..  dogs,  cats, 
horses 

Under  usual  circumstcinces,  veterinary  practitioners  may 
consider  the  use  of  human-labeled  drug  products  in  non- 
food-producing animal  practice  without  the  threat  of 
FDA  enforcement  actions.   In  rare  circumstances,  for 
example,  when  the  health  of  the  treated  animals  is 
harmed,  regulatory  attention  by  FDA  would  be  considered 
or,  preferably,  referred  to  the  State  veterinary 
licensing  authority  for  investigation. 
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(ii)  Use  in  food-producing  animals:  e.g..  cattle,  swine,  poultry 

Use  of  human-labeled  drug  products  in  food-producing 
animals  should  be  extremely  limited,  primarily  because 
of  the  increased  potential  for  illegal  drug  residues  in 
meat,  milk,  and  eggs.   For  example,  it  is  ordinarily 
unacceptable  to  use  a  human-labeled  product  for  xiommon 
disease  conditions  in  food  animals  because  approved 
veterinary-labeled  drug  products;  e.g.,  antibacterials, 
anti-inf leunmatory  agents,  etc.  are  available.   The  food 
animal  veterinarian  assumes  greater  responsibility  when 
he  or  she  uses  a  humem  drug  rather  than  a  veterinary 
drug-   Use  of  human-labeled  drugs  may  be  considered  by 
•food  animal  veterinarians  only  when  they  have: 

made  a  careful  and  definitive  diagnosis  and 
evaluation  of  the  condition  for  which  the  drug  is 
to  be  used,  and  are  otherwise  operating  within  the 
confines  of  a  veterinarian/client/patient 
relationship ; 

-  made  a  deliberate  determination  that  there  is  no 
other  appropriate  veterinary- labeled  therapy; 
i.e.,  there  is  no  marketed  veterinary-labeled  drug 
product  specifically  labeled  for  the  disease 
condition  to  be  treated  or  the  veterinary  drug  has 
been  found  clinically  ineffective  by  the 
veterinarian  in  the  animals  to  be  treated;  and 

-  taken  adequate  steps  to  prevent  the  occurrence  of 
illegal  residues  in  edible  animal  products.   This 
should  include  a  review  of  the  best  available 
toxicological  and  tissue  distribution  and  tissue 
residue  depletion  data  and  establishment  of  zxi 
extra  long  drug  withdrawal  period  prior  to 
marketing  meat,  milk,  or  eggs.   The  animal  owner 
or  manager  should  be  given  explicit  written 
withdrawal  instructions.   The  practitioner  should 
have  a  high  degree  of  confidence  that  the  client 
will  follow  the  drug  withdrawal  instruction. 

Regulatory  action  should  be  considered  when  an  illegal  residue 
occxirs  even  if  the  veterinarian  followed  the  foregoing 
precautions.   The  enforcement  discretion  that  might  be  accorded 
to  veterinarians  will  not  be  extended  to  lay  persons;  e.g., 
owners,  who  administer  human-labeled  drugs  either  to  food- 
producing  or  nonfood  emimals  without  the  supervision  of  a 
licensed  veterinaorian  operating  within  the  framework  of  a  valid 
veterinarian/ client/patient  relationship. 
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Veterinarians  are  expected  to  follow  cautionary  handling  and 
disposal  provisions,  if  any,  specified  in  human  drug  labeling  to 
protect  handlers  and  the  environment. 

REGULATORY  ACTION  GUIDANCE 

The  highest  priority  for  regulatory  attention  is  for  follow-up  on 
reports  of  illegal  tissue  residues  from  human-labeled  drugs. 
Follow  the  instructions  in  Compliance  Program  7371.006,  Illegal 
Drug  Residues  in  Meat  and  Poultry  and  Compliance  Program 
7371.008,  National  Drug  Residue  Milk  Monitoring  Program. 
Consultation  with  Case  Guidance  Branch  for  guidance  under  this 
policy  is  indicated  when  encountering  other  suspected  violations, 
especially  where  there  is  substitution  of  human-labeled  drugs  for 
treatment  of  common  disease  conditions  in  food  animals. 

The  initial  enforcement  action  of  choice  is  ordinarily  a  Warning 
Letter.   Center  concurrence  is  required  prior  to  issuance. 
Depending  on  the  circumstances,  one  or  more  of  the  following 
charges  would  be  appropriate. 

-     402(a) (2) (D)  -  food  adulterated  by  illegal  residue  from  a 
new  animal  drug; 

402(a) (2) (A)  -  food  adulterated  by  illegal  residue  from  a 
human-labeled  drug; 

501(a)(5)  -  adulterated  drug  (labeled  for  human  use  which  is 
accompanied  by  labeling  indicating  it  for  animal  use  which 
causes  it  to  be  unsafe  under  Section  512(a)  as  an  unapproved 
new  animal  drug) ; 

502(f)  (1)  -  misbranded  hximan  drug  when  not  used  as  labeled; 
misbranded  human  drug  promoted  for  animal  use  in  ways  other 
than  by  labeling  (see  21  CFR  201.128).  * 

*  Material  between  asterisks  is  new  or  revised.  * 

Issued:  03/19/91 
Revised:  07/20/92 
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Mr.  Peterson.  Are  there  currently  problems  or  controversy  re- 
lated to  this  kind  of  dual  use? 

Dr.  Kessler.  As  addressed  in  the  policy  guide,  there  is  consider- 
able public  health  concern  regarding  the  use  of  human  drugs  in 
treating  food-producing  animals.  The  policy  defines  the  conditions 
under  which  veterinarians  may  consider  limited  use  of  human 
drugs  in  treating  food-producing  animals  in  a  manner  intended  to 
protect  the  public  from  illegal  drug  residues  in  animal  derived 
foods. 

consolidated  facilities 

Mr.  Peterson.  Congress  appropriated  over  $25  million  in  Fiscal 
Year  1993  for  rental  facilities.  Has  FDA  any  plans  to  purchase  con- 
centrated, consolidated  facilities? 

Dr.  Kessler.  FDA  does  plan  to  consolidate  it's  headquarters  fa- 
cilities. The  plans  have  been  developed  over  the  past  several  years 
and  have  been  the  subject  of  much  discussion  and  negotiation  re- 
garding the  location  and  the  amount  of  funding  that  will  be  provid- 
ed. The  latest  version  of  this  plan,  as  proposed  by  0MB,  was  sub- 
mitted to  Congress  on  July  29,  1992. 

PRODUCT  LIABIUTY 

Mr.  Peterson.  Upon  approval  of  a  product,  does  FDA  acquire 
any  product  liability?  Does  FDA  approval  reduce  procedures'  prod- 
uct liability? 

Dr.  Kessler.  There  are  some  legal  definitions  that  need  to  be 
added  so  I  would  like  to  provide  this  information  for  the  record. 

[The  information  follows:] 
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Product  Liability 

Under  principles  of  sovereign  immunity,  the  United  States 
cannot  be  sued  without  its  consent.   Through  the  Federal  Tort 
Claims  Act,  28  U.S.C.  §§  1346  (b) ,  2674,  Congress  waived  this 
immunity  to  permit  the  federal  government  to  be  a  defendant  in 
certain  circumstances.   However,  the  "discretionary  function 
exception"  of  the  FTCA  specifically  provides  that  the  government 
cannot  be  sued  for  performing  discretionary  duties  assigned  to  a 
federal  agency  or  employee.   In  the  case  of  the  FDA,  the  approval 
of  new  drugs  and  devices  is  a  primary  task  assigned  to  the  agency 
by  Congress,  and  the  performance  of  that  duty  necessarily 
requires  the  agency  and  its  employees  to  make  judgements  and 
exercise  discretion.   Accordingly,  the  FDA  should  not  acquire  any 
liability  for  decisions  made  in  reviewing  the  safety  and  efficacy 
of  certain  products.   It  is  possible  for  the  government  to  be 
sued  for  approval  actions  if  those  actions  are  taken  in  a  manner 
contrary  to  the  agency's  own  regulations.   See  Berkovitz  v. 
United  States.  108  S.Ct.  1954  (1988).   However,  this  remains  an 
exception  and  ordinarily  the  FDA  would  not  be  subject  to  suit  for 
a  decision  to  approve  a  product. 

FDA  approval  may  reduce  producers'  product  liability  in  some 
circumstances.   Because  tort  law  varies  from  state  to  state,  the 
significance  of  FDA  approval  differs  in  various  jurisdictions. 
FDA's  determination  that  a  product  is  safe  and  effective 
represents  evidence  of  review  by  federal  experts  that  may  be 
relevant  in  a  product  liability  lawsuit.   So  long  as  a  company 
has  not  withheld  or  misrepresented  information  to  the  government, 
federal  approval  may  contribute  to  a  manufacturer's  defense 
against  charges  of  negligence. 

There  may  be  increasing  support  for  an  "FDA  defense"  in 
product  liability  law.   A  number  of  states  have  enacted 
legislation  that  prohibits  the  award  of  punitive  damages  against 
manufacturers  and  sellers  of  drugs  and  medical  devices  for  harm 
caused  by  those  products  when  the  safety  of  those  products  was 
reviewed  by  FDA.   In  addition,  some  recent  court  decisions  have 
held  that  state  tort  actions  are  preempted  for  medical  devices 
that  are  the  subject  of  approved  premarket  applications.   FDA, 
however,  has  never  taken  the  position  that  its  approval  should 
completely  immunize  manufacturers  against  product  liability. 

FDA  approval  may  reduce  producers'  product  liability  in  some 
circumstances.   Because  tort  law  varies  from  state  to  state,  the 
significance  of  FDA  approval  differs  in  various  jurisdictions. 
FDA's  determination  that  a  product  is  safe  and  effective 
represents  evidence  of  review  by  federal  experts  that  may  be 
relevant  in  a  product  liability  lawsuit.   So  long  as  a  company 
has  not  withheld  or  misrepresented  information  to  the  government, 
federal  approval  may  contribute  to  a  manufacturer's  defense 
against  charges  of  negligence. 
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There  may  be  increasing  support  for  an  "FDA  defense"  in 
product  liability  law.   A  number  of  states  have  enacted 
legislation  that  prohibits  the  award  of  punitive  damages  against 
manufacturers  and  sellers  of  drugs  and  medical  devices  for  harm 
caused  by  those  products  when  the  safety  of  those  products  was 
reviewed  by  FDA.   In  addition,  some  recent  court  decisions  have 
held  that  state  tort  actions  are  preempted  for  medical  devices 
that  are  the  subject  of  approved  premarket  applications.   FDA, 
however,  has  never  taken  the  position  that  its  approval  should 
completely  immunize  manufacturers  against  product  liability. 
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Mr.  DuRBiN.  Mr.  Smith. 

IMPORTED  PRODUCTS 

Mr.  Smith.  Doctor,  when  the  reference  was  made  to  imports, 
only  inspecting  the  end  product,  what  products  are  we  talking 
about? 

Dr.  Kessler.  The  vast  majority  of  imports  are  food. 

Mr.  Smith.  What  about  meat? 

Dr.  Kessler.  That  is  the  responsibility  of  the  meat  inspectors,  of 
the  Department  of  Agriculture. 

Mr.  Smith.  I  was  going  to  say  the  meat  inspection  law  requires 
the  same  inspection  in  the  overseas  plants  that  we  have  here  so 
that  is  a  little  different  deal. 

Dr.  Kessler.  Right. 

E.  COLI 

Mr.  Smith.  With  regard  to  E.  coli,  it  is  my  understanding  that 
there  w£isn't  a  breakdown  of  the  inspection  service,  but  that  they 
didn't  cook  it  long  enough  at  high  enough  temperature? 

Dr.  Kessler.  Congressman,  I  think  that,  again,  it  is  best  for  the 
USDA  to  be  able  to  sit  here  and  discuss  what  has 

Mr.  Smith.  The  cooking  time  and  temperature  were  not  their  re- 
sponsibility. They  don't  have  responsibility  at  the  restaurant  level. 

Dr.  Kessler.  I  do  not  believe  it  is  correct  to  say  that  the  responsi- 
bility lay  solely  at  the  restaurant  level.  There  was  no  question  that 
some  of  the  data  that  I  saw  of  how  the  temperatures  of  which  ham- 
burgers were  cooked  that  were  substantially  below  standards,  but  I 
don't  think  that  is  the  only  point  in  the  system  that  broke  down.  I 
think  there  were  multiple 

Mr.  Smith.  What  other  points  broke  down? 

Dr.  Kessler.  Dr.  Archer,  do  you  want  to  join  us? 

The  issue  is  you  are  always  going  to  get  to  the  point  where  you 
can  always  cook  something  higher  and  higher  and  higher,  and  I  am 
not  sure  that  is  the  answer,  as  a  public  health  official,  that  we  put 
that  into  place. 

Mr.  Smith.  In  this  case,  at  what  other  points  did  we  have  a  break 
down? 

Mr.  Archer.  Congressman,  from  the  data  we  have  seen  it  looked 
as  though  one  particular  production  batch  of  meat  came  out  of  that 
plant  with  a  higher  level  of  this  particular  strain  of  E.  coli  than 
other  batches  made  at  least  before  that  date.  And  it  is  a  numbers 
game  whenever  you  are  dealing  with  pathogens. 

And  FDA  w£is  criticized  for  not  having  had  a  higher  cooking  tem- 
perature set  for  hamburger.  But  you  have  to  look  at  it  in  the  total 
public  health  picture.  We  would  not  want  the  raw  product  entering 
a  restaurant  setting  with  a  level  of  contamination  that  can  be 
spread  to  other  foods  by  a  food  service  worker.  So  our  goal  would 
be  to  keep  the  numbers  of  any  pathogenic  microorganism  down  as 
low  as  possible  in  any  raw  product. 

It  is  true  that  cooking  could  solve  anything.  You  could  literally — 
if  you  go  to  commercial  sterilization  of  food,  you  can  eliminate  all 
microorganisms,  but  the  food  would  be  unpalatable. 
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Mr.  Smith.  I  happen  to  have  been  the  author  of  the  1967  Meat 
Inspection  Act  £ind  1968  Poultry  Inspection  Act  and  also  the  Egg 
Inspection  Act.  We  deliberately  divided  the  responsibility.  It  is  an 
amendment  to  the  Federal  Drug  Act,  you  know,  but  the  responsi- 
bility for  the  day-to-day,  labor-intensive  services  was  given  to 
USDA. 

It  was  deliberately  decided  that  Federal  responsibility  should  end 
at  about  where  it  leaves  interstate  commerce.  After  that,  you 
would  expect  States  and  local  government  also  to  administer  what- 
ever health  requirements  there  are. 

Currently,  USDA  doesn't  do  the  microbiological  tests  at  the  pack- 
ing house  level  that  you  are  talking  about.  That  isn't  their  respon- 
sibility. 

They  would  do  their  visual  tests,  but  at  the  packing  house  you 
are  not  at  a  level  where  your  Federal  agency  is  responsible  for  it. 

I  don't  understand  your  answer  to  the  effect  that,  apparently, 
there  was  a  microbiological  problem  when  it  left  the  packing  house 
that  they  didn't  detect  because  they  are  not  responsible  for  that. 

Dr.  Kessler.  Congressman,  for  the  kids  who  had  HUS — I  mean, 
they  are  sitting  here.  They  don't  care  who  is  responsible  for  what. 

Mr.  Smith.  Absolutely.  'That  is  correct. 

Dr.  Kessler.  They  are  sitting  here  sajdng,  how  did  these  orga- 
nisms get  in  the  meat?  Why  didn't  we  reduce  that  risk  of  their 
transmission?  And  I  am  saying  as  a  public  health  official,  there  are 
multiple  responsibilities  along  that  chain,  and  what  I  saw  was  a 
breakdown  at  a  number  of  diiferent  points.  Everybody  here  is  to 
blame. 

Mr.  Smith.  Where  was  the  breakdown?  That  is  what  I  am  trjdng 
to  find  out.  I  haven't  found  the  breakdown  yet  in  any  of  these  an- 
swers until  you  get  down  to  the  restaurant  level  where  they  didn't 
cook  it  enough.  Is  that  right? 

Dr.  Kessler.  Congressman,  I  think  you  need  to  sit  with  USDA 
and  look  at  the  data  and  look  at  the  level  of  contamination  of  meat 
and  see  what  that  data  shows.  I  think  that  is  an  important  part  of 
this  picture.  It  needs  to  be  looked  at.  It  needs  to  be  studied.  There 
is  no  question  that  evidence  that  I  saw  also  showed  breakdown  at 
the  restaurant.  And  that  is  unacceptable,  but  I  think  you  need  to 
look  at  the  system  again  in  its  entirety. 

Mr.  Smith.  What  we  are  talking  about  now  is  adding  to  the 
system  a  microbiological  test  at  some  point  that  we  don't  now  re- 
quire. And  so  that  is  what  I  am  getting  at. 

For,  the  last  10  years  we  have  heard  people  trying  to  substitute 
microbiological  tests  for  all  the  tests  that  we  currently  have,  and  it 
is  totally  unacceptable.  It  is  not  a  substitute,  but  I  thoroughly 
agree  we  need  to  add  to  the  system  a  microbiological  test  which  is 
not  now  required.  So  my  question  is,  who  should  administer  that? 

Dr.  Kessler.  I  think  that  as  we  look  toward  the  comprehensive 
view  and  look  at  all  steps,  I  think  the  delineation  of  those  responsi- 
bilities needs  to  be  made  clear.  I  think  that  as  long  as  it  is  clear 
who  is  responsible  for  what — producer,  USDA,  FDA,  restaurant — 
as  long  as  there  are  critical  control  points  and  quality  assurance 
programs  taking  place  that  is  what  is  needed.  All  along  that 
chain — What  happened  here  was  a  problem  that  started  early  on 
that  got  through  because  there  was  a  breakdown — that  is  how 
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these  kids  got  exposed.  And  what  we  need  to  have  is  a  system  that 
has  multiple  layers  of  protection  for  the  consumer. 

Mr.  Smith.  Well,  we  are  down  the  point  where  the  product  is 
leaving  the  packing  house  or  the  processor.  It  has  met  all  the 
present  requirements,  which  this  hamburger  did,  as  I  understand. 
At  that  point,  it  would  have  been  desirable  to  have  the  microbiolo- 
gical test  that  tell  us  something  about  the  level  of  salmonella  and 
E.  coli  and  anything  else. 

Should  your  personnel  be  doing  that  test  or  should  that  be  an 
added  responsibility  for  the  USD  A? 

Dr.  Kessler.  I  am  sorry.  The  last  couple  of  words? 

Mr.  Smith.  Should  FDA  personnel  do  that  or  should  that  be 
added  to  the  responsibility  for  USDA  personnel? 

Dr.  Kessler.  It  is  not  even  just  when  it  leaves  the  plant.  What 
about  in  distribution,  what  is  the  microbiological  picture? 

Mr.  Smith.  You  are  getting  down  to  the  restaurant  level? 

Dr.  Kessler.  Even  in  the  warehouse,  in  the  distribution  and  the 
temperatures  of  the  warehouses.  Where  were  the  quality  assurance 
programs?  Again,  I  have  enormous  respect  for  the  new  Secretary.  I 
think  the  new  Secretary  of  Agriculture  has  moved  to  deal  with  this 
problem  head  on.  I  think  he  understands  the  seriousness  and  the 
broader  picture  that  we  have  to  look  at.  And  we  have  pledged  and 
continue  to  pledge  that  we  need  to  work  together,  and  we  are 
working  together. 

Mr.  Smith.  What  we  are  talking  about,  though  this  is  going  to 
take  personnel.  Should  the  USDA  inspectors  be  trained  to  do  these 
microbiological  tests  in  addition  to  what  they  are  currently  doing 
or  should 

Mr.  Walsh.  Would  the  gentleman  yield? 

Mr.  Smith.  Yes. 

Mr.  Walsh.  Just  to  satisfy  my  own  curiosity,  as  opposed  to  doing 
a  test  on  all  meat  that  leaves  the  processing  plant,  if  that  meat 
were  irradiated,  would  that  eliminate  salmonella  and  E.  coli? 

Dr.  Kessler.  Dr.  Archer? 

Mr.  Archer.  If  it  is  irradiated  at  the  correct  dose,  yes,  it  would. 

Mr.  Smith.  No  question  about  that,  but  some  people  are  not 
going  to  buy  irradiated  meat. 

I  am  all  for  more  extensive  use  of  irradiation.  We  have  got  an 
irradiator  out  at  Ames. 

Mr.  DuRBiN.  Would  the  gentleman  yield  for  a  second? 

Is  it  not  true  that  irradiating  the  feed  for  the  livestock  would 
also  have  a  positive  impact  on  some  of  these  bacteriological  con- 
taminations? 

Mr.  Archer.  It  may,  but  the  data  that  we  have  is  that  the  con- 
tamination rates  are  not  that  high  in  the  feed.  That  can  be  part  of 
the  problem. 

Mr.  Smith.  It  is  in  the  bedding  also,  and  our  surroundings,  as  I 
understand  it,  so  I  think  we  do  need  microbiological  tests. 

But  what  I  am  really  getting  down  to  is  at  what  point  should  it 
be  done  and  if  it  was  done  to  all  of  the  meat  that  comes  of  a  pack- 
ing or  processing  plant — would  you  do  it  or  is  that  something  that 
ought  to  be  added  to  the  USDA's  responsibility? 

Dr.  Kessler.  Doctor,  do  you  want  to  comment? 
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Mr.  Archer.  In  this  particular  case,  these  were  frozen  hamburg- 
er patties,  and  so  the  production  of  that  final  product,  if  you  will, 
was  in  a  USDA-controlled  facility.  The  number  of  microorganisms 
would  not  increase  once  the  product  was  frozen,  and  if  you  follow 
the  usual  tradition,  that  would  be  the  point  of  testing,  the  probable 
best  point  of  testing. 

Mr.  Smith.  I  guess  I  am  asking  you,  should  you  do  it,  or  is  this 
something  that  could  be  added  to  USDA's  responsibility? 

Dr.  Kessler.  Again,  I  think  that  we  need  a  little  more  time  to 
work;  both  Secretary  Espy  and  Secretary  Shalala  need  to  sit  down 
and  discuss  what  the  broader  picture  is  here.  We  need  to  spend 
more  time  working  out  what  that  course  and  what  that  strategy  is, 
and  I  don't  have  any  answers  now,  Congressman. 

Mr.  Smith.  Frankly,  as  I  see  it,  I  think  the  system  is  working 
pretty  well,  except  we  need  to  add  microbiological  testing  at  some 
point  in  the  system.  I  don't  think  we  can  follow  it  clear  to  the 
kitchen  table. 

But  the  problem  has  been,  that  for  the  last  10  years,  people 
wanted  to  substitute  the  microbiological  test  for  everything  else 
that  we  have  got  in  the  pipeline;  and  that  just  isn't  acceptable. 

I  wanted  to  ask  one  more  question  on  this.  Does  the  fact  that  the 
patties  were  frozen  have  something  to  do  with  it,  rather  than  that 
they  weren't  frozen  when  they  started  cooking? 

Mr.  Archer.  Congressman,  that  complicates  the  matter  in  terms 
of  heating.  There  are  some  restaurant  chains  that  go  through  a 
procedure  called  slacking,  which  is  simply  thawing  in  some  way, 
shape,  or  form  before  cooking.  That,  too,  has  its  downsides.  On  the 
other  hand,  cooking  a  frozen  hamburger,  while  it  may  sound  like  a 
very  simple  operation,  in  terms  of  achieving  the  correct  tempera- 
ture throughout,  it  is  a  very  complicated  procedure.  So  clearly  that 
was  a  problem. 

I  am  not  sure  that  we  are  ready  to  say  that  it  should  be  done  any 
differently,  other  than  strict  heat  standards  have  to  be  followed 
and 

Mr.  Smith.  Did  you  change  the  heat  standards? 

Mr.  Archer.  We  have  an  interim  policy  in  place  now  to  heat  to 
155,  but  frankly,  it  is  as  unenforceable  at  140. 

Dr.  Kessler.  You  can't  cook  your  way  out  of  contamination.  We 
have  to  recognize  there  are  multiple  areas  and  layers,  and  we  have 
to  be  able  to  reduce  the  risk  wherever  feasible. 

Mr.  Smith.  Well,  you  could  sterilize  it,  couldn't  you?  I  don't  want 
to. 

Dr.  Kessler.  Congressman,  you  don't  know  how  many  p)eople 
come  up  to  me  and  said,  I  can't  eat  a  medium  hamburger. 

Mr.  Smith.  I  know.  I  know. 

Dr.  Kessler.  155  degrees  is  a  well-done  hamburger.  There  are 
certainly  people  who  are  not  very  happy  with  that  recommenda- 
tion. 

Mr.  Smith.  There  are  a  lot  of  people,  too,  who  think  that  ham- 
burger is  just  the  same  as  a  steak.  In  other  words,  you  take  a  steak 
and  sear  it  on  the  outside  and  you  are  okay.  Hamburger,  it  is  all 
the  way  through  it. 

Dr.  Kessler.  They  don't  understand  the  inside  is  outside,  and 
there  is  no  sterile  part. 
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Mr.  DuRBiN.  You  are  really  messing  up  the  steak  houses  around 
here. 
Mrs.  Vucanovich. 

BREAST  IMPLANTS 

Mrs.  Vucanovich.  Thank  you  very  much,  Mr.  Chairman.  I  ap- 
preciate Dr.  Kessler  being  here  and  answering  all  of  our  questions. 

A  lot  of  questions  that  I  had  have  already  been  answered,  but 
last  year  the  FDA  was  involved  in  many  projects,  particularly  the 
silicone  breast  implant  and  mammography  standards;  and  I  under- 
stand that  you  have  discussed  some  of  those.  I  am  going  to  submit 
most  of  my  questions  for  the  record,  but  let  me  just  talk  quickly 
about  the  silicone  gel  breast  implant. 

I  understand  there  is  still  controversy  going  on  about  that,  but 
what  effort  is  the  FDA  taking  to  review  new  technology  in  breast 
implants?  It  is  my  understanding  that  new  technology,  such  as  soy- 
bean oil  filled  breast  implants,  have  been  submitted  for  review  to 
the  FDA.  Is  this  something  that  is  under  consideration? 

Dr.  Kessler.  Dr.  Henney  can  talk  a  little  bit  about  the  Public 
Health  Service  task  force  on  implants.  On  that  specific  application, 
if  there  is — again,  I  would  need  to  be  able  to  submit  that  for  the 
record. 

Mrs.  Vucanovich.  I  would  be  happy  to  have  you  submit  them.  It 
would  be  interesting  to  hear  what  you  have  to  say.  Dr.  Kessler. 

Dr.  Kessler.  I  am  submitting  the  requested  information  for  the 
record. 

[The  information  follows:] 

BREAST  IMPLANTS 

Review  of  new  technologies  in  breast  implants  has  started.  FDA  has  an  Investiga- 
tional Device  Exemption,  or  IDE,  under  review  for  a  soy  oil  inflatable  breast  im- 
plant. Although  the  manufacturer  recently  announced  that  a  study  is  imminent,  it 
has  not  yet  begun. 

Dr.  Henney.  As  you  know,  at  the  Center  for  Devices  and  Radiolo- 
gic Health,  we  do  take  applications  that  are  under  revision;  and 
those  that  manufacturers  are  submitting  to  us,  as  they  did  in  the 
case  of  the  silicone  gel  breast  implants  last  year,  which  were  under 
a  PMA  kind  of  review,  we  do  have  a  few  devices  in  house  where 
investigations  are  ongoing. 

We  also  have  met  recently  both  with  the  professions  and  with 
the  manufacturers  of  saline  filled  breast  implants,  because  those 
applications  will  be  called  for  this  year. 

So  all  of  those  activities  are  ongoing. 

MEDICAL  DEVICE  REVIEW  TIMES 

Mrs.  Vucanovich.  You  mentioned  the  FDA's  responsibility  in  re- 
viewing medical  devices.  I  am  quite  concerned  about  the  length  of 
time  that  510(k)  applications  take  to  get  through  the  reviewing 
process  and  have  heard  from  several  industries  in  my  district  who 
are  facing  these  delays.  Many  of  the  concerns  I  have  heard  involve 
the  repeated  modification  of  instructions  received  from  the  FDA 
about  what  information  is  to  be  provided  within  an  application. 
What  is  the  FDA  doing  to  improve  communication  between  the 


161 

agency  and  manufacturers?  Furthermore,  what  action  is  the  FDA 
taking  to  reduce  the  amount  of  time  reviews  take? 

Dr.  Kessler.  In  order  to  improve  communications  between  FDA 
and  industry  members,  FDA  has  estabhshed  the  following  param- 
eters within  which  product  reviewers  and  industry  members  may 
have  direct  communications.  Product  reviewers  may  contact  indus- 
try members  for  clarification  or  expansion  of  data  relevant  to  a 
particular  product  under  review;  accept  phone  calls  from  manufac- 
turers to  discuss  submission  status  after  specified  time  periods  in 
the  review  process;  accept  phone  calls  from  manufacturers  respond- 
ing to  communications  initiated  by  FDA  product  reviewers;  and 
accept  phone  calls  to  discuss  business  not  directly  related  to  a  prod- 
uct under  review.  Regardless  of  the  reason  for  the  communication, 
the  industry  member  must  state  the  reason  for  the  phone  call  and 
the  product  reviewer  must  make  a  written  record  of  the  phone  call. 

In  order  to  expedite  the  FDA  product  review  process,  FDA  has 
taken  the  following  initiatives:  increased  the  number  of  clinicians 
involved  in  product  review  processes;  tapped  scientific  resources 
within  the  Center  to  make  more  FTEs  and  skills  available  for  prod- 
uct review;  and,  examined  review  procedures  through  internal  con- 
trol audits  to  identify  process  improvements  that  could  be  made. 

Mrs.  VucANOViCH.  Could  you  tell  me  the  status  of  the  toll-free 
number  that  the  FDA  established  to  help  consumers? 

Dr.  Kessler.  The  Breast  Implant  Hotline  was  established  in  Feb- 
ruary 1992  and  approximately  10,000  calls  were  handled  during  the 
first  week.  To  handle  this  enormous  effort,  FDA  required  the  as- 
sistance of  an  outside  contractor  until  the  end  of  May  1992.  By  that 
time  35,000  calls  had  been  answered  at  a  cost  of  $200,000.  Subse- 
quently, the  number  of  calls  dwindled  to  approximately  300  per 
week,  and  FDA  chose  to  go  from  a  live,  contract  answering  service 
to  an  automated  answering  system.  Under  this  system,  callers  are 
sent  printed  material  containing  both  general  and  specific  informa- 
tion in  response  to  their  questions. 

Mrs.  VucANOViCH.  Are  there  still  specialists  receiving  incoming 
calls  directly? 

Dr.  Kessler.  Since  inception  of  the  automated  system,  the 
number  of  calls  has  not  increased  to  a  level  that  would  support  the 
reestablishment  of  a  live  answering  service. 

SILICONE  GEL  BREAST  IMPLANTS 

Mrs.  VUCANOVICH.  Last  year  the  FDA  determined  that  silicone 
breast  implants  would  only  be  available  in  certain  circumstances, 
so  that  a  careful  review  may  be  completed  on  the  safety  of  these 
devices.  Could  you  please  inform  me  as  to  the  status  of  the  open- 
availability  protocols  which  the  FDA  was  going  to  establish? 

Dr.  Kessler.  The  purpose  of  the  Stage  2,  open  availability  proto- 
cols for  silicone  gel-filled  breast  implants  is  to  gather  additional 
safety  and  effectiveness  information  while  allowing  women  who 
need  reconstruction  to  have  access  to  the  devices.  On  July  24,  1992, 
FDA  approved  the  Stage  2  research  protocols  for  stud5dng  silicone 
gel-filled  breast  implants  submitted  by  Mentor  Corporation. 
Women  are  now  enrolling  in  their  studies.  At  this  time.  Mentor 
Corporation  is  the  only  firm  with  approved  State  2  protocols  for  sil- 
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icone  gel-filled  breast  implants.  Another  manufacturer  may  have 
Stage  2  protocols  approved  at  a  later  date. 

Mentor's  studies  will  attempt  to  answer  questions  about  rate  of 
rupture,  infection  and  contracture.  Participants  will  be  watched 
closely  by  their  doctors  after  surgery  and  will  be  required  to  have 
periodic  checkups  for  five  years. 

Under  the  Stage  2  protocols,  silicone  gel-filled  breast  implants 
will  be  available  to  women  who  have  a  medical  need  for  recon- 
struction with  breast  implants,  and  for  whom  saline-filled  implants 
are  considered  medically  unsatisfactory.  These  include  women  who 
need  reconstruction  after  mastectomy  or  other  cancer  treatment, 
or  after  therapeutic  or  prophylactic  mastectomy  for  other  medical 
reasons;  women  who  need  reconstruction  because  of  severe  breast 
or  chest  deformity  unrelated  to  breast  cancer  or  previous  mastecto- 
my; and  women  who  have,  or  have  had,  silicone  gell-filled  implants 
and  for  whom  revision  or  replacement  is  medically  indicated. 

MAMMOGRAPHY  QUALITY  STANDARDS 

Mrs.  VucANOViCH.  I  ana  pleased  that  the  FDA  has  recognized 
mammography  quality  standards  as  one  of  its  priorities.  As  a 
breast  cancer  survivor  whose  life  was  saved  by  a  mammogram,  I 
know  the  importance  of  the  accuracy  of  this  technology.  I  would 
like  to  know  how  closely  the  FDA  and  the  Department  of  Health 
and  Human  Services  will  be  working  with  the  American  College  of 
Radiology  which  has  an  accreditation  program  and  States,  like 
Nevada,  which  have  already  implemented  a  mammography  quality 
assurance  program? 

Dr.  Kessler.  The  Department  anticipates,  consistent  with  the 
mandates  provided  in  the  Senate  and  House  reports  accompanjdng 
the  Act,  working  closely  with  the  American  College  of  Radiology 
and  with  many  States,  including  Nevada,  which  would  shoulder 
significant  administrative  and  regulatory  responsibilities  under  the 
Act. 

HEALTH  SUPPLEMENTS 

Mrs.  VucANOViCH.  Like  many  Members  of  Congress,  I  have 
heard  from  people  who  take  health  supplements  as  part  of  their 
daily  health  routine  and  their  concerns  that  the  FDA  is  limiting 
health  supplement  availability.  How  does  the  FDA  respond  to  these 
charges  and  what  action  is  the  agency  taking  to  work  with  the 
health  supplement  industry? 

Dr.  Kessler.  The  Dietary  Supplement  Act  of  1992,  enacted  last 
October,  placed  a  moratorium  through  December  31,  1993,  on  im- 
plementation of  the  provision  of  the  Nutritional  Labeling  and  Edu- 
cation Act  of  1990  with  respect  to  dietary  supplements  of  vitamins, 
minerals,  herbs,  and  other  similar  nutritionad  substances.  The  mor- 
atorium lets  Congress,  FDA,  HHS,  consumer  groups,  industry,  and 
other  affected  parties  be±tter  identify  and  consider  the  public 
health  issues  associated  with  use  of  dietary  supplements,  and  to  de- 
velop a  comprehensive  approach  for  reforming  the  regulation  of 
health  claims  for  such  products.  All  interested  parties  will  have  the 
opportunity  to  submit  comments  to  FDA  for  consideration  during 
this  rulemaking  process.  In  this  proposed  regulation,  FDA  is  not  at- 
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tempting  to  prohibit  marketing  of  supplement  products.  Rather, 
FDA's  responsibihty  is  to  insure  the  marketed  products  are  safe 
and  that  the  label  and  any  supplemental  information  is  truthful 
and  not  misleading. 
Mr.  DuRBiN.  Thank  you.  Mr.  Walsh. 

BOVINE  SOMATOTROPIN   (EST) 

Mr.  Walsh.  Thank  you,  Mr.  Chairman. 

Dr.  Kessler,  thank  you  for  your  testimony.  A  couple  of  questions. 
BST  has  a  fairly  controversial  application  in  dairying  these  days, 
and  your  department  apparently  is  about  to  make  some  determina- 
tion as  to  whether  this  can  be  used  on  the  farm.  The  European 
Community  has  held  off  making  and  passing  judgment  on  BST.  If 
we  were  to  go  ahead  and  authorize  its  use  and  the  EC  didn't,  that 
may  prevent  our  farmers  from  selling  product  to  the  European 
Community. 

Is  there  any  way  you  could  work  together  with  them  to  have  a 
joint  release  of  determination  on  that  drug? 

Dr.  Kessler.  Congressman,  there  is  a  statute,  and  we  have  to 
make  a  decision  based  on  the  standards  that  are  set  out  in  that 
statute,  which  really  come  down  to  the  safety  of  the  product  as  it 
affects  humans;  and  that  is  the  course  that  FDA  has  been  on  for 
the  last  several  years.  We  will  have  an  advisory  committee. 

There  was  a  consensus  conference  on  the  milk  itself,  on  the 
safety  of  the  milk  itself.  There  is  a  question  of  whether  the  product 
causes  an  increased  incidence  of  mastitis,  which  results  in  an  in- 
creased use  of  antibiotics,  which  indirectly  has  an  effect  because  of 
those  residues.  That  will  be  presented  to  an  advisory  committee 
shortly  to  have  that  scientific  data  reviewed. 

But  in  the  end,  it  is  safety,  effectiveness,  and  labeling  that  are 
the  issues  that  confront  this  agency.  The  economic  issues  are  not 
part  of  the  statutory  standard. 

DRUG  PRICES 

Mr.  Walsh.  I  understand. 

I  realize  you  are  not  involved  in  setting  drug  prices.  I  have  some 
anecdotal  information  that  a  drug  called  Lavamisole,  L-A-V-A-M- 
I-S-O-L-E,  is  used  for  humans  and  for  treatment  of  horses.  In 
humans,  it  is  used  as  a  treatment  for  colon  cancer,  £ind  I  am  not 
sure  what  it  is  used  for  for  horses.  But  a  veterinarian  said  he  can 
buy  it  for  $14  a  dose  for  horses,  but  for  humans  it  is  $1,000  a  dose. 

Could  you  explain  what — and,  again,  I  don't  know  if  this  is  true, 
but  what  could  possibly  cause  that  disparity  in  price  for  the  same 
drug? 

Dr.  Kessler.  Congressman,  I  don't  have  any  basis  for  knowing 
how  the  price  was  set.  I  don't  have  any  information  or  any  data  on 
how  the  price  was  set. 

I  can  surmise  some  of  the  arguments  that  could  be  advanced  by 
the  pharmaceutical  firm.  Certainly  the  issue  is,  what  did  it  take  to 
do  the  research  and  testing  to  treat  that  horse  and  what  was  the 
additional  research  and  testing  that  it  took  to  be  able  to  find  that 
the  drug  was  effective  in  the  treatment  of  certain  types  of  rectal 
colon  cancer?  Those  kinds  of  testing  requirements,  I  think,  are  cer- 
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tainly  legitimate  and  could  be  one  of  the  arguments  used  for  the 
disparity  in  the  cost. 

I  don't  know  the  specific  example.  And  there  is  no  way  that  we 
could  find  that  out.  This  is  a  question  you  have  to  direct  to  the 
company. 

Mr.  Walsh.  It  is  not  only  conceivable  that  this  could  happen,  but 
it  could  be  explained  logically;  is  that  what  you  are  saying? 

Dr.  Kessler.  I  am  sure  there  are  explanations  and  something 
that  the  pharmaceutical  company,  the  purveyor  of  the  product 
would  have  to  answer. 

Mr.  Walsh.  Just  one  last  question,  more  of  an  observation. 

The  President  has  referred  to  the  prices  of  pharmaceutical  drugs, 
as  shocking.  You  have  referred  to  the  creative  genius  available 
within  the  industry.  The  ability  of  the  drug  companies  to  produce 
and  deal  with  disease  pathogens  is  remarkable.  Is  there  any  way 
that  the  FDA  could  through  its  own  policies  and  actions  try  to  help 
out  and  play  an  indirect  role  in  curbing  the  tremendous  increase  in 
prices,  thereby  allowing  that  creative  genius  to  continue? 

And  just  lastly,  the  chairman  of  Merck  was  on  television  on 
Sunday  talking  about  the  President's  observation  regarding  the 
shockingly  high  drug  prices.  He  said  that  the  average  drug  prices 
in  their  company  have  been  equal  to  inflation,  and  that  it  is  just 
individual  drugs  that  tend  to  cause  these  disparities  in  prices. 

Dr.  Kessler.  First  of  all,  you  have  to  determine  it  is  not  only 
what  happens  to  a  drug  once  it  is  on  the  market,  but  where  do  you 
start  off  and  what  price  do  you  start  off  at?  And  the  bottom-line 
issue  is  that  there  are  Americans  who  can't  afford  to  pay  for  their 
medicines.  That  is  what  the  President  has  highlighted. 

I  think  it  is  an  issue  that  needs  to  be  dealt  with.  I  think  that  the 
pharmaceutical  industry  recognizes  that  it  is  going  to  have  to  deal 
with  the  issue  of  access,  that  health  care  reform  can't  take  place  in 
the  absence  of  people  being  able  to  afford  their  medicines. 

As  far  as  what  our  role  can  be,  again,  it  goes  well  beyond  even 
drugs.  What  about  new  technology?  What  about  new  devices?  We 
look  to  see  whether  the  device  is  safe,  and  it  does  what  it  says  it  is 

going  to  do.  or     . 

No  one  in  our  agency  looks  to  see  if  the  device  is  cost  eitective. 
We  haven't  even  begun  to  address  those  issues.  These  are  very 
complicated  issues.  'Diere  is  something  nice,  on  the  one  hand,  to 
have  a  scientific  agency  whose  only  job  it  is  to  look  at  the  safety 
and  efficacy,  because  this  way  our  dealings  are  unencumbered  by 
all  those  concerns.  There  will  be  days  where  if  we  start  letting  eco- 
nomics impact  our  decisions,  people  will  come  and  say.  Commis- 
sioner, don't  approve  this,  don't  approve  that,  because  we  don  t 
want  to  pay  for  it.  And  it  is  a  very  complicated  issue. 

But  the  issue  of  cost  effectiveness  of  these  technologies  is  some- 
thing that  we  need  to  grapple  with  in  the  current  debate. 

Mr.  Walsh.  Thank  you,  Doctor. 

GENERIC  DRUGS 

Mr.  DuRBiN.  Let  me  follow  up  on  that,  if  I  might.  I  agree  with 
your  conclusion,  it  is  obvious  that  the  FDA  has  no  direct  impact  on 
drug  pricing. 
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Let's  talk  about  the  indirect  impact  of  drug  pricing.  There  were 
some  estimates  that  $5  billion  worth  of  American  consumers 
health  purchases  include  hundreds  of  patent  drugs,  say  as  high  as 
$11  billion  of  those  drugs  will  be  coming  off  patent  in  the  next 
couple  of  years.  Could  this  translate  into  significant  monetary  sav- 
ings for  the  consuming  public  if,  in  fact,  there  are  generic  alterna- 
tives or  competitive  drugs  on  the  market  at  that  point? 

Which  obviously  raises  the  next  question  as  to  whether  or  not 
our  approval  process  for  these  generic  drugs  and  alternative  drugs 
is  as  good  as  it  should  be. 

You  have  said  and  I  think  most  of  us  know  from  experience  that 
it  is  true  that  you  put  a  high  priority  on  cancer  drugs  and  AIDS 
drugs  and  those  that  were  absolutely  needed  immediately  because 
of  the  seriousness  of  the  challenge  there.  But  when  it  comes  to  new 
generic  drugs,  when  it  comes  to  drugs  that  would  compete  with 
drugs  coming  off  patent,  where  do  we  stand  today? 

Dr.  Kessler.  Mr.  Chairman,  it  is  a  very  important  question,  and 
as  more  issues  are  raised  around  the  table — imports,  generic 
drugs — it  goes  back  to  the  fact  that  all  these  issues  are  absolutely 
critical.  And  there  is  little  we  do  that  is  not  vital;  and  generic 
drugs  are  vital  because  they  do  provide  other  alternatives  and 
cheaper  versions  of  drugs  for  people  who  cannot  afford  the  brand- 
name  drug. 

The  generic  drug  process  is  entirely  different  today  than  it  was 
five  years  ago.  And  it  is  due  to  the  hard  work  of  a  number  of  indi- 
viduals within  the  Center  for  Drugs.  It  is  a  much  more  thorough 
review;  the  requirements  are  much  more  stringent.  And  even 
though  we  have  taken  up  the  requirements,  we  have  also  taken  up 
the  productivity. 

So  generic  drugs  are  being  reviewed,  and  they  are  being  reviewed 
in  an  efficient  fashion.  That  program  is  working. 

Now,  we  have  still  not  seen  the  end  of  the  generic  drug  scandal 
of  a  number  of  years  ago.  We  have  kept  the  U.S.  Attorney  in  Balti- 
more busy  for  the  last  number  of  years,  and  that  is  continuing.  So 
we  are  still  not  at  the  end  of  it,  but  the  program  today,  has  cleaned 
up  past  practices.  Those  past  practices  have  been  vastly  improved. 

GENERIC  DRUG  BACKLOG 

Mr.  DuRBiN.  What  are  the  backlogs,  though.  Give  me  an  idea  of 
your  backlog  today  on  generic  drug  applications  compared  to  the 
last  several  years  or  so. 

Dr.  Kessler.  The  backlog  of  pending  applications  has  fallen  from 
1200  to  431.  The  number  of  abbreviated  new  drug  applications 
pending  over  180  days  has  fallen  from  600  to  only  45.  The  number 
of  chemistry  supplements  has  dropped  from  3,200  to  794.  The 
number  of  approvals  is  rising  from  an  average  of  only  seven  per 
month  to  approximately  20  per  month.  And  the  median  review 
times  has  decreased  from  over  12  months  to  under  five  months. 

Mr.  DuRBiN.  That  is  over  what  period  of  time? 

Dr.  Kessler.  From  September  1990  to  January  1993. 

Mr.  DuRBiN.  What  is  the  backlog  of  generic  drug  applications? 

Dr.  Kessler.  At  the  end  of  fiscal  year  1992,  there  were  421  pend- 
ing generic  drug  applications.   The  backlog  of  overdue  applica- 
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tions — those  pending  over  180  days — was  37,  which  are  included  in 
the  421  pending  applications. 

Mr.  DuRBiN.  What  is  the  average  time  for  generic  drug  approvals 
in  each  of  the  past  9  years? 

Dr.  Kessler.  The  median  approval  times  for  generic  drug  appli- 
cations for  the  fiscal  years  since  1986  are  shown  in  the  table  below. 
We  do  not  have  this  data  for  fiscal  years  1984  and  1985. 

[The  information  follows:] 

Median  Approval  Time 

Fiscal  year  Months 

1986 12 

1987 12 

1988 13 

1989 17 

1990 23 

1991 33 

1992 34.5 

Note:  the  approval  time  is  computed  from  the  date  of  receipt  to  the  date  of  approved  and  takes 
into  account  the  time  the  application  is  with  the  applicant/sponsore.  which  is  approximately  18 
percent  of  the  total  time  to  approval.  Median  review  time  is  actually  a  better  measure  of  FDA 
productivity.  Review  time  is  defined  as  time  from  receipt  untU  FDA's  action.  As  of  January 
1993,  median  review  time  for  the  first  cycle  was  under  5  months.  Approval  time  is  a  function  of 
review  time,  number  of  review  cycles,  and  time  the  application  is  with  the  applicant/sponsor. 

GENERIC  DRUG  APPROVAL  PROCESS 

Mr.  DuRBiN.  For  the  record,  can  you  give  us  a  table  showing  the 
resources  allocated  for  the  generic  drug  approval  process  for  each 
of  the  past  9  years? 

Dr.  Kessler.  I  will  be  happy  to  do  so. 

[The  information  follows:} 

GENERIC  DRUG  EVALUATION 

Fiscal  year  FTE*       Tlwusands* 

1984 116  5,597 

1985 181  8,373 

1986 227  11,733 

1987 227  12,702 

1988 213  12,344 

1989 243  15,988 

1990 300  20,574 

1991 355  40,943 

1992 426  41,670 

*  Actuals. 

PATENTED  DRUGS 

Mr.  DuRBiN.  It  is  estimated  that  there  are  over  $5  billion  in 
value  of  patented  drugs  coming  off  patent  in  the  next  couple  of 
years.  This  will  translate  into  huge  monetary  savings  to  the  con- 
suming public.  These  savings  depend  on  how  quickly  drug  compa- 
nies request  approval  for  generics  and  how  fast  FDA  can  approve 
them.  Can  you  tell  us  if  this  $5  billion  figure  is  correct  and  what 
impact  do  you  think  this  will  have  on  long-term  health  care  costs? 

Dr.  Kessler.  It  is  difficult  to  predict  the  precise  number  of  drugs 
that  will  come  off  patent  and  face  new  generic  competition  in  the 
next  few  years.  There  are  several  different  kinds  of  patents  to  con- 
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sider,  some  robust  which  include  most  chemical  patents,  others 
more  vulnerable,  such  as  many  process  patents.  However,  we  be- 
lieve that  over  the  next  four  years,  durgs  wdth  about  $8  billion  of 
annual  sales  will  become  eligible  for  generic  approval.  Mounting 
competitive  pressures  fueled  by  the  rapid  growth  of  managed  care 
programs  have  recently  prompted  generic  praice  discounts  of  up  to 
80-90  percent  in  some  product  areas,  taking  very  large  market 
shares  from  some  brand-name  sellers.  More  often,  generic  price  dis- 
counts of  about  50  percent  are  followed  by  brand-name  market 
share  declines  of  about  50  percent.  Thus,  if,  on  average,  these  new 
generic  drugs  offer  50  percent  price  reductions  and  capture  one- 
half  of  the  brand-name  market,  this  competition  would  lower 
annual  drug  costs  by  about  $2  billion — 50  percent  times  50  percent 
times  $8  billion. 

GENERIC  DRUG  INVESTIGATION 

Mr.  DuRBiN.  The  probe  of  the  generic  drug  industry  is  almost 
five  years  old  now.  There  have  been  dozens  of  convictions  and  over 
$20,000,000  in  fines  related  to  fraud  and  bribery.  Can  you  tell  us 
when  Federal  prosecutors  expect  to  close  this  investigation  and  for 
the  record  provide  us  a  summary  of  events? 

Dr.  Kessler.  As  of  March  1993,  nine  firms  and  forty-three  indi- 
viduals have  been  convicted  of  felony  violations  related  to  the  ge- 
neric drug  approval  process,  and  manufacturing  processes  and  con- 
trols. Sentences  of  up  to  sixty  months  imprisonment  have  been  im- 
posed and  more  than  $20  million  in  fines  have  been  collected.  Hun- 
dreds of  Abbreviated  New  Drug  Applications  have  been  withdrawal 
and  we  have  initiated  debarment  proceedings  against  numerous  in- 
dividuals. Debarment  prohibits  the  individual  from  participating  in 
the  preparation  of  a  drug  applications  or  emplo3anent  by  a  compa- 
ny that  manufacturers  new  or  generic  drugs. 

Several  firms  remain  under  active  investigation  by  the  Depart- 
ment of  Justice.  We  are  unable  to  predict  when  these  investiga- 
tions will  be  completed.  The  investigative  and  scientific  resources 
of  the  Food  and  Drug  Administration  are  being  utilized  in  these 
criminal  investigations  and  will  continue  to  be  made  available  for 
as  long  as  they  are  needed. 

The  results  of  these  investigations  highlight  the  need  for  FDA  to 
remain  vigilant  in  order  to  ensure  the  integrity  of  scientific  data 
submitted  to  the  Agency  in  support  of  applications.  Accordingly,  I 
anticipate  that  these  kinds  of  investigations  by  the  Agency  and  the 
Department  of  Justice  will  continue  and,  when  evidence  of  fraud  is 
uncovered,  additional  indictments  will  be  sought. 

GENERIC  DRUG  APPROVAL  TIMES 

Mr.  DuRBiN,  There  are  complaints  by  generic  drug  makers  that 
the  whole  investigation  has  significantly  slowed  down  the  approval 
process.  While  we  certainly  could  understand  that  when  the  inves- 
tigation first  broke,  but  now  it  has  been  close  to  five  years.  Can  you 
describe  for  us  how  the  generic  approval  is  working  and  under 
what  time  frames  it  get  out  the  drugs? 

Dr.  Kessler.  FDA  has  initiated  a  comprehensive  program  to 
strengthen  the  generic  drug  review  process  to  assure  the  American 


168 

public  that  marketed  generic  drug  products  are  safe  and  effective. 
As  a  result  of  the  irregularities  discovered  in  1988,  FDA  conducted 
an  internal  audit  of  the  generic  drug  review  process  and  provided 
assistance  to  the  Department's  Office  of  the  Inspector  General  to 
Congress,  to  the  Department  of  Justice,  and  to  a  special  panel 
formed  as  a  result  of  the  issues  that  arose. 

There  were  two  major  outcomes  of  these  audit  processes  First, 
the  agency  and  others  began  to  focus  on  improving  the  generic 
drug  approval  process,  including  reorganization  of  the  Office  of  Ge- 
neric Drugs,  changes  in  policies  and  procedures  for  review  of  appli- 
cations and  an  emphasis  on  application  quality  and  integrity.  ITiis 
focus  on  process  issues  led  to  an  initial  decline  in  productivity, 
which  led  to  a  drop  in  approvals  and  the  creation  of  a  large  back- 
log of  pending  applications.  Additional  management  initiatives 
were  required  to  bring  productivity  to  acceptable  levels  and  to 
eliminate  the  large  backlog  of  unreviewed  applications.  I  am  pro- 
viding for  the  record  the  new  procedures  initiated  in  Generic 
Drugs. 

[The  information  follows:] 
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New  Procedures  Initiated  in  Generic  Drugs 

A.  Process  improvements 

Formal  quality  control  procedures  were  significantly 
enhanced  to  better  ensure  that  all  regulatory  and 
scientific  requirements  were  met  prior  to  approval.  For 
example,  the  position  of  Associate  Director  for 
Chemistry,  reporting  directly  to  the  Center  Director,  was 
established  to  conduct  independent  quality  control  audits 
of  chemistry  reviews. 

Additional  Policy  and  Procedure  Guides  to  standardize  and 
improve  processing  procedures  were  prepared  and 
distributed  to  employees.  A  Docket  was  established  to 
provide  accessibility  to  these  Guides  by  the  public. 

Improvements  in  scheduling  and  tracking  pre-approval 
inspections  were  made.  The  objective  of  the  pre-approval 
compliance  program  is  to  ensure  that  establishments 
involved  in  the  manufacture,  testing  or  other 
manipulation  of  drug  products  and  their  components  are 
inspected:  for  compliance  with  Current  Good 
Manufacturing  Practices  (CGMPs) ;  for  conformance  with 
application  commitments;  to  ensure  that  data  are 
authentic  and  accurate;  and  for  laboratory  testing  of 
products,  including  evaluations  of  the  adequacy  of 
analytical  methodology. 

A  Generic  Drugs  Advisory  Committee  (GDAC)  was  formed  to 
obtain  expertise  from  outside  of  FDA  to  assist  the  Agency 
in  resolving  scientific  issues  associated  with  the  review 
and  approval  of  generic  drugs. 

In  1992,  OGD  fully  implemented  procedures  for  its  new 
random  assignment  policy.  This  policy  was  instituted  in 
response  to  a  recommendation  of  the  IG  to  ensure 
objective  assignment  of  Abbreviated  New  Drug  Applications 
(ANDAs)  to  reviewers. 

B.  Productivity  issues 

A  large  recruiting  and  training  effort  to  fill  the 
chemistry  review  branches  was  undertaken  during  1991  and 
completed  in  1992. 

In  order  to  address  the  backlog  of  pending  applications 
and  bring  review  times  within  statutory  requirements,  OGD 
initiated  a  program  in  FY  91  to  use  chemists  involved  in 
the  review  of  New  Drug  Applications  to  conduct  initial  or 
second  cycle  reviews  of  a  large  number  of  generic  drug 
applications.  At  the  same  time,  OGD  decided  to  defer  the 
review  of  annual  reports  and  permit  chemistry  reviewers 
to  work  overtime.   These  provisions,  which  helped  reduce 
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the  backlog  to  acceptable  levels,  have  since  been 
discontinued. 

The  review  process  has  been  improved  by  giving  minor 
amendments  for  applications  near  approval  highest  review 
priority.  Every  effort  is  made  to  issue  an  action  letter 
within  60  days  of  the  date  that  a  minor  amendment  to  an 
unapproved  ANDA  is  received,  subject  to  outstanding 
Agency  consults  (e.g.,  microbiological  review)  or  field 
clearance. 

The  Office  has  established  an  Approvals  Tracking 
Committee  that  meets  twice  each  month  to  review  the 
status  of  applications  near  approval.  These  applications 
are  carefully  monitored  to  facilitate  final 
administrative  reviews  and  signatures.  Since 
establishment  of  the  committee,  final  reviews  and  sign- 
offs  routinely  occur  in  less  than  one  month. 

OGD  staff  meet  with  the  staff  of  the  Office  of  Compliance 
on  a  weekly  basis  to  review  the  status  of  pending 
inspection  requests  and  to  prioritize  the  applications 
needing  pre-approval  inspections.  This  helps  ensure  that 
pre-approval  inspections  do  not  delay  approval  of 
applications  which  are  otherwise  ready  for  approval.  OGD 
developed  a  barcoding  system  to  track  the  location  of 
approximately  48,000  applications  into  and  out  of  the 
document  room.  The  system  also  tracks  the  location  of 
documents  outside  the  document  room  on  a  weekly  basis. 

As  a  result  of  the  above  and  other  productivity  measures, 
the  following  improvements  have  occurred  since  1990: 

the  backlog  of  pending  applications  has  fallen  from 
1,2  00  to  4  31; 
-     the  number  of  ANDAs  pending  over   180  days  has 
fallen  from  600  to  only  45; 

the  number  of  chemistry  supplements  pending  over 
180  days  has  dropped  from  1,547  to  81; 
the  number  of  approvals  has  risen  from  an  average 
of  only  seven  per  month  to  approximately  20  per 
month;  and 

median  review  times  have  decreased  from  over  12 
months  to  under  five  months. 

These  improvements  have  occurred  over  the  period 
September  1990  to  January  1993. 
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MEDICAL  DEVICES 


Mr.  DuRBiN.  Let  me  go  back  again  and  talk  about  medical  de- 
vices, and  you  probably  were  flattered  to  see  the  Wall  Street  Jour- 
nal do  a  pencil  drawing  of  yourself,  put  it  in  under  the  Kessler's 
Devices  article,  which  I  am  sure  you  have  read.  I  want  to  give  you 
your  day  in  court  here  to  answer  their  concerns  in  that  article,  the 
February  10th  edition  concerning  the  approval  of  medical  devices 
and  applications  pending. 

They  said  in  the  year  from  November  1991  to  last  November,  the 
number  of  510(K)  applications  pending  for  more  than  90  days 
jumped  to  713  from  two;  is  that  accurate? 

Dr.  Kessler.  There  are  5,000  devices  approved  under  the  510(K) 
process,  and  the  increment  of  backlog,  the  increment  of  change  has 
gone  from  a  90-day  review  time,  90  days,  to  about  140  days,  five 
thousand  that  have  to  be  gone  through  within  140  days. 

Mr.  Chairman,  this  country  is  going  to  have  to  make  a  decision. 
If  you  want  me  to  open  the  application  and  read  the  application 
and  assure  the  safety  and  efficacy,  I  can't  do  it  in  90  days.  Sorry.  It 
can't  be  done.  One  hundred  and  forty  days  is  about  the  best  we  can 
do. 

Mr.  DuRBiN.  Give  us  examples  of  medical  devices  we  use,  we  all 
know  what  drugs  are.  What  is  included  in  the  term  medical  de- 
vices? 

Dr.  Kessler.  The  issue  you  are  talking  about,  510(K)  devices,  are 
substantially  equivalent  to  pre-1976  devices.  Some  argue  that  that 
statistic  that  the  Wall  Street  Journal  cited,  that  these  are  substan- 
tially equivalent  devices.  They  argue  that  these  aren't  the  kind  of 
breakthrough  devices  that  we  need.  Some  of  those  510(K)s  are  in 
fact  breakthrough,  and  we  need  to  accelerate  the  important  ones; 
and  the  ones  that  are  not,  I  think  it  is  okay  to  take  some  more 
time.  I  think  there  are  changes  that  we  need  to  make  in  the  medi- 
cal device  review  process. 

There  is  one  chart  that — you  just  need  to  see  the  number  of  ap- 
plications coming  into  the  agency  has  increased,  literally  geometri- 
cally. If  you  could  just  turn  it  around. 

Mr.  DuRBiN.  Looks  good  either  way. 

Dr.  Kessler.  That  is  the  work  load. 

Mr.  DuRBiN.  For  the  record,  so  we  can  get  this  on  the  record 

Dr.  Kessler.  That  is  the  work  load  from  1976,  and  you  can  see 
that  rise  to  the  current  day. 

If  you  look  at  the  next  chart 

Mr.  DuRBiN.  So  we  can  put  it  in  writing  and  it  will  be  clear  on 
the  record,  we  will  try  to  include  this  chart,  but  can  you  give  us  an 
estimation?  It  looks  like  fewer  than  2,000  medical  device  applica- 
tions in  1976,  if  my  weary  eyes  can  pick  it  up.  It  looks  like  11,000 
in  1992  or  somewhere  in  that  neighborhood. 

[The  charts  follow:] 
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Dr.  Kessler.  Exactly.  If  you  look  at  the  next  chart,  it  gives  you 
some  arithmetic  sense  of  the  increase.  Just  the  percent  change 
from  1982  to  1992,  in  the  number  of  applications  received  of  indus- 
try sales,  you  see  a  tremendous  growth  and  yet  you  see  the  change 
in  CDRH.  So  the  issue,  first,  is  work  load. 

Second,  the  issue  is  the  complexity.  The  vast  number  of  those  de- 
vices is  substantially  equivalent  to  1976.  They  get  through  under 
the  510(K)  process. 

It  was  never  envisioned  when  Congress  enacted  the  device  law  in 
1976,  that  it  would  evolve  the  way  it  developed.  It  was  codified  in 
the  Safe  Medical  Devices  Act  of  1990,  but  the  issue  of  the  510(K) 
process  shows  that  you  are  substantially  equivalent  to  something 
on  the  market  before  1976. 

In  1977,  it  wasn't  so  hard.  You  could  show  that  you  are  substan- 
tially equivalent  to  something  that  was  marketed  a  year  before. 
What  happens  as  you  move  beyond  1976  to  the  year  1993,  and  what 
you  have  to  do,  is  show  substantial  equivalence  to  something  on 
the  market  before  1976.  It  becomes  increasingly  harder  and  more 
and  more  complex  to  make  that  kind  of  finding. 

And  if  you  want  us  to  assure  safety,  if  you  want  to  assure  the 
American  public  that  these  devices  are  working,  you  have  to  give 
us  either  the  resources  or  at  least  the  time  to  do  that.  And  it  can't 
be  done  in  a  90-day  period. 

Mr.  DuRBiN.  Dr.  Burlington,  I  don't  know  if  you  want  to  com- 
ment at  this  point.  I  wanted  to  ask  a  few  other  questions,  but  is 
there  an3d;hing  you  want  to  add  at  this  point? 

Mr.  BuRUNGTON.  That  is  fine. 

Mr.  DuRBiN.  Let  me  go  further  into  this  Wall  Street  Journal  arti- 
cle. Their  premise  of  silicone  breast  implants  and  that  controversy 
is  that  your  agency  is  clamping  down,  and  they  are  sa5dng  the  ap- 
proval times  are  longer.  But  the  point  that  I  think  they  are  making 
is,  primarily,  it  is  discouraging  people  from  developing  certain  de- 
vices; and  they  use  as  an  example  the  decision  by  DuPont  to  phase 
out  the  sale  of  certain  pol5miers  for  all  permanent  implants  be- 
cause of  the,  quote,  "unpredictable  and  excessive  cost  of  doing  busi- 
ness." And,  of  course,  this  writer  concludes  that  it  has  a  lot  to  do 
with  the  agency's  decision  to  get  tough. 

You  have  got  a  tough  balancing  act  here,  obviously,  to  protect 
the  public  on  one  hand,  to  encourage  innovation,  and  try  to  do  this 
in  a  responsible,  balanced  way. 

Dr.  Kessler.  If  a  medical  device  fails  tonight,  we  are  going  to  be 
held  responsible.  And  yet  any  time  I  want  to  take  steps  to  assure 
the  safety  and  efficacy,  I  am  holding  up  progress.  So  the  balance  is 
a  difficult  one. 

FDA  is  not  the  issue.  FDA  is  going  to  pale  in  comparison  to  the 
industry  that  needs  to  confront  and  we  need  to  confront  with  that 
industry.  The  issue  is  their  data  that  show  that  when  those  devices 
are  implanted,  those  materials  are  in  fact  safe  for  the  long  run; 
and  unless  the  industry  confronts  those  questions,  unless  we  get 
the  data,  FDA  is  not  going  to  be  the  issue. 

There  are  only  so  many  $25  million  lawsuits  that  any  company 
can  endure;  and  the  issue  on  those  substances,  getting  the  data  and 
doing  it  up  front  and  assuring  that  there  is  adequate  testing,  that 
is  the  issue  and  that  is  the  challenge. 


175 

Mr.  Smith.  Would  the  gentleman  yield? 

Mr.  DuRBiN.  Yes. 

Mr.  Smith.  Do  I  understand  you  to  say  that  there  could  be  like  a 
1986  standard  that  would  be  easier  and  quicker  to  meet,  then?  You 
have  got  a  1976  standard. 

Dr.  Kessler.  Before  1976,  there  were  no  pre-approval  require- 
ments. There  was  no  testing.  That  is  the  problem  that  we've  got.  It 
was  certainly  easier  to  put  breast  implants  on  the  market  in  1976; 
and  what  we  saw  were  examples  where  these  products  were  put 
into  humans  before  the  animal  testing  was  complete,  that  the  his- 
tory of  whether  it  is 

Mr.  Smith.  Changing  the  1976  date  makes  no  difference  then  you 
couldn't  make  it  1986  and  reduce  the  amount  of  work. 

Dr.  Kessler.  The  issue.  Congressman,  is  not  whether  you  have 
something  historically  similar  to  something  on  the  market  before  a 
certain  point.  I  don't  think  that  is  what  the  public  wants.  What  the 
public  wants  is  a  degree  of  safety  assurance.  That  is  what  we  are 
talking  about.  And  when  you  give  us  these  applications,  that  is  our 
job:  Is  the  product  going  to  be  safe  when  it  is  used? 

Mr.  Smith.  That  makes  it  easier  to  prove,  though,  doesn't  it? 

Dr.  Kessler.  Again,  I  don't  think  simply  equivalence  to  an  his- 
torical standard  is  the  answer.  There  are  thousands  and  thousands 
of  preeminent  devices  that  may  be  equivalent  to  that.  They  them- 
selves were  never  tested,  and  we  are  only  coming  back  to  find 
there  are  problems.  In  the  end.  Is  the  device  safe?  Has  there  been 
adequate  testing? 

The  medical  device  law  is  only  in  its  second  decade.  The  sophisti- 
cation of  the  industry  to  be  able  to  deal  and  do  safety  and  efficacy 
testing  is  still  in  its  infancy.  And  we  just  completed  a  review;  our 
committee  on  clinical  practice  have  looked  at  studies  and  looked  at 
the  state  of  the  science  that  it  has  undertaken  in  some  of  the  appli- 
cations. We  are  still  in  the  rudimentary  stage  of  how  we  are  doing 
testing  with  regard  to  whether  the  device  is  safe. 

The  number  of  the  studies  that  we  have  looked  at  was  small,  and 
the  design  of  those  studies  was  not  adequate.  And  all  we  are  saying 
is,  look,  we  need  to  work  together  to  be  able  to  design  those  studies 
right,  once  and  for  all.  Before  you  undertake  those  studies  design 
the  studies  so  you  get  answers,  so  you  can  assure  the  public  that 
the  device  is  safe  and  effective.  That  is  what  we  need  to  do.  The 
industry  has  to  step  up  to  the  plate  and  be  willing  to  do  that,  and 
we  need  to  be  able  to  work  with  the  industry  and  help  design  those 
studies  and  we  need  to  be  able  to  have  the  resources  and  the  com- 
mitment to  be  able  to  harvest  the  creative  genius  of  this  industry. 

SIUCONE  BREAST  IMPLANTS 

Mr.  DuRBiN.  Let  me  interject  here  for  a  second  Dr.  Kessler,  the 
issue  of  silicone  implants  has  been  a  significant  problem.  We  are 
now  beginning  to  hear  stories  where  device  manufacturers  are  not 
willing  to  provide  any  silicone-related  products  because  of  liability 
fears.  What  are  you  doing  in  relation  to  this  problem? 

Dr.  Kessler.  I  would  like  to  clarify  that  it  is  materials  suppliers, 
not  device  manufacturers,  that  are  withdrawing  from  the  market, 
thus  preventing  the  raw  materials  from  reaching  the  device  manu- 
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facturers.  Although  FDA  does  not  regulate  raw  materials,  the 
Agency  has  developed  a  strategy  that  will  allow  device  manufactur- 
ers to  stay  on  the  market  while  validating  materials  from  new  sup- 
pliers. 

Dow  Corning,  which  currently  markets  five  "Implant  Grade"  sili- 
cone elastomer  materials  for  distribution  to  108  device  manufactur- 
ing firms,  will  withdraw  these  materials  from  the  market  effective 
March  31,  1993.  FDA  staff  have  evaluated  the  impact  of  this  deci- 
sion by  Dow  Corning  and  are  concerned  about  the  continued  avail- 
ability of  devices  manufactured  from  silicone  elastomer  materials. 
FDA  has  developed  a  strategy  to  manage  the  withdrawal  of  im- 
plant grade  silicone  materials  which  we  would  be  glad  to  submit 
for  the  record. 

[The  information  follows:] 
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strategy  for  Managing  the  Withdrawal  of 
Implant  Grade  Silicone  Materials 

1.  FDA/CDRH  will  work  with  the  medical  device  industry  to 
develop  a  complete  characterization  for  implant  polymer 
materials  and  work  toward  its  approval  as  an  American 
Society  for  Testing  of  Materials — ASTM — Standard. 

2.  FDA/CDRH  will  work  with  the  industry  to  identify  a  set  of 
chemical,  physical  and  biological  characteristics  which  will 
establish  that  a  silicone  elastomer  manufactured  by  a  firm 
other  than  Dow  Corning  is  comparable  to  the  material 
previously  manufactured  by  Dow  Corning. 

3.  Based  on  the  anticipated  public  health  impact,  FDA  will 
consider  establishment  of  a  "Materials  Shortage"  status  for 
the  materials  affected  by  this  corporate  decision  to 
withdraw  from  major  sectors  of  the  industry. 

4.  FDA  will  require  the  holders  of  currently  approved  premarket 
approval  applications — PMAs — and  cleared  premarket 
notification  submissions — 510(k)s--to  document  in  new 
submissions  that  the  material  they  use  in  the  manufacture  of 
their  medical  device  is  "not  substantially  different"  from 
the  materials  they  have  described  in  their  application,  as 
defined  by  established  characterization  tests. 

5.  For  material  types  found  to  be  in  a  "shortage"  condition, 
FDA  will  establish  a  separate  review  cycle  to  expedite  the 
review  of  applications  for  devices  which  use  this  material. 

6.  FDA  will  review  the  affected  types  of  devices  with 
characteristics  of  concern  and  determine  which  of  those 
devices  will  require  PMA  Supplements  or  510 (k)s,  as 
appropriate.   The  affected  firms  will  be  required  to  submit 
the  necessary  applications. 

7.  These  firms  will  be  asked  to  agree  to  complete  certain 
physical  and  chemical  characterizations  and  certain  of  the 
biocompatibility  testing  such  as  described  in  the  Tripartite 
Agreement  or  International  Standards  Organization — ISO — 
Biocompatibility  Standard  on  their  finished  products.   The 
firms  will  negotiate  a  date  with  FDA  for  completion  of  these 
tests.   If  the  testing  is  not  completed  on  time,  or  if  the 
testing  demonstrates  that  the  devices  are  not  safe,  the 
firms  will  withdraw  the  products  from  the  market. 

8.  FDA  will  allow  those  products  subject  to  PMA  supplements  and 
new  510 (k)s  to  continue  to  be  marketed  while  the 
applications  are  under  review. 

9.  FDA  will,  as  part  of  routine  Good  Manufacturing  Practice — 
GMP — inspections,  examine  the  data  provided  to  support  the 
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initial  certification  that  the  material  they  use  in  their 
manufacture  of  the  product  is  "not  substantially  different" 
from  the  approved  material  they  have  described  in  their 
existing  PMA  or  510 (k)  submission. 

10.   FDA  is  likely  to  require  discretionary  postmarket 

surveillance  studies  under  Section  522  of  the  Food,  Drug, 
and  Cosmetic  Act  for  products  where  the  long-time  implant 
safety  of  the  device  is  not  well  established  with  clinical 
data. 

In  addition,  two  other  suppliers  of  non-silicone  materials 
have  announced  a  decision  to  cease  provision  of  raw  materials. 
They  are:   DuPont,  withdrawal  of  Delrin'"  and  Dacron"" ,  effective 
February  1,  1994;  and  Dow,  distinct  from  Dow  Corning,  withdrawal 
of  Pellethane™ ,  no  effective  date.   FDA  has  not  yet  developed  a 
strategy  for  these  products. 
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Mr.  DuRBiN.  You  bring  an  uncommon  background  to  this  job, 
being  both  a  medical  doctor  and  an  attorney.  And  the  underlying 
premise  in  the  Wall  Street  Journal  is  that  the  tort  system  is  what 
is  destroying  this  creative  genius  for  new  medical  devices  and  the 
slowdown  in  the  FDA  is  reflecting  that  tort  system. 

As  you  look  at  the  experience  with  silicone  breast  implants,  you 
certainly  can't  blame  the  tort  system.  You  had  products  put  on  the 
market  with  little  or  no  concern  regarding  their  long-term  impact 
on  an  individual. 

I  really  want  to  take  you  to  the  bottom  line  here.  Do  you  feel — 
whether  it  is  the  tort  system  or  the  regulatory  system  or  the  de- 
mands of  the  consumer — that  we  are,  in  fact,  condemning  this  cre- 
ative element  that  brings  us  so  many  new  medical  devices,  new 
cures  and  ways  to  alleviate  suffering  in  this  country? 

Dr.  Kessler.  I  think  the  bottom  line  is  we  need  to  go  through 
these  growing  pains  with  this  industry.  There  are  members  of  that 
industry  who  would  much  prefer  not  to  be  regulated  at  all,  would 
like  nothing  else  to  just  go  on  the  market  without  having  us  review 
those  applications.  That  certainly  would  in  the  short  run,  be  a  net 
plus,  but  in  the  long  run,  that  is  going  to  come  back  to  haunt  this 
industry. 

Look  at  the  pharmaceutical  industry.  The  pharmaceutical  indus- 
try is  the  most  competitive  industry  this  country  has  had  and  why 
is  that  so?  It  is  because  the  pharmaceuticad  industry  has  worked 
with  the  agency  for  30  years  to  set  standards.  Drugs  do  work.  They 
are  safe  and  effective.  It  is  okay  to  have  certain^  standards.  In  fact, 
if  you  talk  about  global  competitiveness,  they  are  almost  key. 

The  fact  that  products  work  and  that  we  have  performance 
standards.  Whether  it  is  Michael  Porter's  words,  all  the  students  of 
global  competitiveness  understand  the  importance  of  having  those 
kind  of  performance  characteristics  of  their  products. 

So,  in  the  short  run,  there  is  this  back  and  forth.  We  will  get 
there,  but  we  are  going  to  get  there  by  developing  better  data, 
better  testing,  working  with  the  industry  so  we  know  whether 
these  products  in  fact,  are  going  to  have  adverse  effects. 

There  is  an  issue  with  the  tort  system — and  let  me  tell  you  what 
the  issue  is  with  regard  to  medical  devices.  The  problem  with 
breast  implants  is  that  when  they  put  the  products  on  the  market, 
there  wasn't  adequate  testing.  That  was  a  real  tragedy.  These  prod- 
ucts weren't  adequately  tested  before  they  were  put  on  the  market. 
It  emphasizes  the  need  for  the  pre-market  approval.  But,  once  they 
were  put  on  the  market,  no  one  went  to  look  for  problems.  No  one 
today  could  tell  me  how  long  these  devices  last  aiter  they  are  im- 
planted. No  one  can  tell  me  what  their  rupture  rate  is.  No  one  can 
tell  what  the  consequences  of  rupture  are. 

Why  wasn't  anybody  looking  for  problems?  What  appears  after 
10  years  when  you  implant  the  device  and  you  have  problems? 
Where  is  the  incentive?  We  have  it,  and  we  have  to  ensure  the 
safety  and  efficacy. 

But  if  you  put  a  product  out  and  you  sell  millions  of  products 
and  then  you  say  there  is  a  problem — then  you  raise  your  hand.  I 
have  got  a  problem  with  the  device.  I  mean,  it  has  caused  you 
harm.  The  lawyers  are  going  to  descend. 
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Because  we  have  developed  the  notion  in  this  country  that  up 
until  the  day  the  FDA  approves  a  product,  the  product  is  unsafe. 
All  of  a  sudden,  on  that  day  we  send  a  letter  that  we  give  approval 
and  that  product  is  safe  and  going  to  be  safe  forever  more  and  is 
going  to  work  perfectly.  And  the  issue  with  medical  devices  is  there 
no  way  up  front. 

Take  a  pill.  A  pill  in  some  ways — six  hours,  1  hours  is  the  half- 
life.  You  take  it  for  two  weeks.  We  know  how  to  study  it.  We  have 
the  methodology.  How  do  you  study  an  implant  and  how  do  you 
know  how  that  implant  is  going  to  perform  0,  30,  40  years  down 
the  road? 

There  are  ways  to  accelerate  the  aging  process.  But  you  are 
going  to  have  to  have  surveillance,  and  we  have  to  be  increasing 
the  incentive  for  people  to  look  for  those  kinds  of  problems. 

Mr.  DuRBiN.  Let  me  return  to  a  related  device  and  back  to  medi- 
cal devices. 

Earlier,  you  testified  that  it  is  likely  you  will  be  submitting  your 
request  for  supplemental  appropriation  for  pharmaceutical  users' 
fees  also  in  a  $36  million  range.  And  I  believe  the  question  was 
asked — I  want  to  make  sure  it  is  clear,  the  original  intent  of  the 
legislation  was  to  enhance  your  ability  to  approve  new  pharmaceu- 
ticals rather  than  pay  the  ongoing  expenses  of  the  agency  with 
these  user  fees.  Is  that  still  the  philosophy  of  the  agency  and  ad- 
ministration? 

Dr.  Kessler.  On  the  pharmaceutical  user  fees,  yes,  sir. 

Mr.  DuRBiN.  Now  that  we  have  been  talking  about  the  medical 
devices,  is  it  reasonable  to  investigate  whether  a  user  fee  should  be 
applied  to  this  industry  as  well? 

Dr.  Kessler.  I  think  certainly  that  would  be  of  value,  and  the  ad- 
ministration has  that  under  review  as  part  of  the  investment  pack- 
age. It  is  trying  to  grapple  with  the  issue  of  medical  devices. 

Mr.  DuRBiN.  With  the  same  basic  premise  that  the  user  fee 
would  be  used  to  enhance  the  professional  review  capacity? 

Dr.  Kessler.  I  think  there  are  a  number  of  different  options  that 
are  being  looked  at  as  part  of  that  investment  package. 

Mr.  DuRBiN.  We  expect  to  hear  more  from  them. 

Any  other  questions? 

Mr.  Myers.  I  have  one. 

Mr.  DuRBiN.  Yes. 

Mr.  Myers.  In  the  S5nithesizing  of  Taxol,  what  is  the  likelihood  of 
something  other  than  that?  We  have  the  ornamental  yew  that  has 
the  needles  is  that  being  considered? 

Dr.  Kessler.  We  are  pretty  close.  We  may  even  be  there.  I 
haven't  spoken  to  Bristol-Myers  Squibb.  We  will  do  it  for  the 
record,  but  we  are  pretty  close. 

[The  information  follows:] 

Alternative  Sources  of  Taxol 

Research  efforts  are  now  underway  to  find  alternative  sources  of  Taxol.  The  three 
major  areas  of  focus  are  extraction  of  Taxol  from  Taxus  needles  and  heartwood;  par- 
tial syntheses  from  an  intermediate  found  in  the  needles  in  high  concentrations; 
and  production  of  taxol  in  cultures  of  cells  grown  in  bioreactors.  A  plant  botanist  at 
the  University  of  Mississippi  is  also  investigating  the  possibility  of  obtaining  Taxol 
from  needles  of  Taxus  plants  cultivated  in  nurseries  for  ornamented  use. 


181 

Mr.  Myers.  Do  we  know  what  the  prospects  are?  Because  I  have 
trouble  with  people  who  want  to  save  a  tree  some  place  and  sacri- 
fice someone's  life  for  that  tree.  I  have  lots  of  problems  with  that. 

The  other  question  I  have.  With  the  mammography  quality 
standards,  are  you  going  to  include  technicians  who  administer  the 
test,  the  radiologist  who  reads  the  film?  Are  they  going  to  be  in- 
cluded in  the  certification? 

Dr.  Kessler.  The  answer  to  that  is  yes.  It  Is  very  comprehensive, 
every  step  of  that  mammography  process.  Radiology  technicians, 
the  equipment,  it  is  a  very  important  statute.  It  is  just  going  to 
take  time.  "^^ 

Mr.  Myers.  If  the  3quipment  is  fine  but  if  you  take  a  good  pic- 
ture and  nobody  knows  how  to  read  the  film 

Dr.  Kessler.  Yes,  we  have.  In  past  years  we  talked  about  that. 

Mr.  Myers.  Thank  you  for  being  here. 

Mr.  DuRBiN.  Dr.  Kessler,  thanl^  for  joining  us. 

I  want  to  say,  in  closing,  I  think  it  was  an  excellent  hearing.  We 
covered  an  awful  lot  of  issues,  and  you  handled  yourself  very  well. 

I  also  want  to  say  you  come  with  a  great  team.  I  have  come  to 
know  these  folks  who  work  with  you  and  around  you,  and  you  and 
I  both  know,  although  we  may  get  the  accolades,  if  it  wasn't  for  the 
people  sitting  next  to  us  and  helping  us,  it  would  be  impossible  to 
perform  our  jobs. 

A  member  of  our  subcommittee,  Congresswoman  Kaptur  has  a 
few  questions  she  would  like  answered  for  the  record. 

I  want  to  thank  you  for  coming  here  today,  and  we  will  be  work- 
ing with  you  in  putting  together  the  appropriations. 

NAFTA 

Ms.  Kaptur.  In  your  testimony,  you  site  only  10%  of  imported  food  is  inspected. 
How  does  the  FDA  anticipate  meeting  additional  inspection  duties  that  will  result 
from  the  NAFTA? 

Response.  FDA  does,  in  fact,  examine  approximately  10%  of  the  imports  into  the 
U.S.,  based  on  our  historical  experience  with  exporting  countries,  types  of  products 
and  problems,  and  available  resources.  This  means  that  FDA  import  personnel 
either  physically  examine  these  entries  at  the  ports  of  entry  and/or  collect  samples 
for  laboratory  testing.  We  do  not  Jinticipate  that  the  percentage  of  Mexican  and  Ca- 
nadian imports  examined  will  be  increased  by  NAFTA.  However,  the  total  nimiber 
of  entries  examined  may  be  increased  depending  on  the  increased  volume  of  imports 
or  increase  in  problems  detected.  We  are  meeting  with  Mexicjm  and  Canadian  offi- 
cials to  discuss  our  respective  surveillance  and  enforcement  activities  and  anticipate 
that  this  will  result  in  increasing  quality  of  products  imported  into  the  U.S.  from 
these  countries. 

PRESCRIPTION  DRUG  USER  FEE  ACT 

Ms.  Kaptur.  Dr.  Kessler,  the  economic  plan  presented  to  the  President  scores  as  a 
spending  cut  for  FDA  the  assessment  of  user  fees,  $167  million  in  fiscal  1994.  Under 
the  Prescription  Drug  User  Fee  Act  of  1991,  these  user  fees  are  to  be  assessed  on 
human  pharmaceuticals  only.  Is  it  stUl  the  intent  of  the  FDA  to  assess  user  fees 
only  on  human  drug  applications  during  fiscal  year  1994?  Do  you  feel  that  the  fig- 
ures of  $167  million  in  fiscal  1994  are  realistic? 

Response.  FDA  plans  to  collect  user  fees  under  the  new  Prescription  Drug  User 
Fee  Act  of  1992.  As  you  know,  these  fees,  totaling  about  $54  million  in  1994,  are 
additive  to  FDA's  resource  base,  and  intended  to  provide  the  resources  necess«iry  to 
enhance  and  expedite  FDA's  drug  review  process. 

In  addition  to  these  user  fees,  the  Administration,  as  part  of  a  larger  strategy  for 
dealing  with  deficit  reduction,  is  also  proposing  additional  user  fees  of  $200  million 
in  1994.  These  fees  would  replace  base  costs  for  FDA  in  1994.  The  President's 
"Vision  for  America"  includes  $200  million  in  budget  authority  and  $167  million  in 
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outlays  from  new  user  fees.  The  details  of  these  additional  user  fees  are  still  under 
development.  More  information  may  be  forthcoming  sifter  the  President's  budget  is 
submitted  to  Congress. 

Ms.  Kaptur.  According  to  the  Prescription  Drug  User  Fee  Act  of  1992,  the  Center 
for  Veterinary  Medicine  was  mandated  to  conduct  a  feasibility  study  on  the  issue  of 
user  fees  for  animal  drug  applications,  with  a  completion  date  scheduled  for  early  in 
calendar  1994.  Is  it  your  intention  to  allow  this  study  to  be  completed  in  accordance 
with  the  law,  or  does  the  FDA  intend  to  assess  user  fees  prior  to  completion  of  the 
study? 

Response.  It  is  my  intention  to  allow  the  study  on  user  fees  for  animal  drugs  to  be 
completed  in  accordance  with  the  mandate  for  it  in  the  Prescription  Drug  User  Fee 
Act. 

Ms.  Kaptur.  Does  FDA  intend  to  seek  new  legislation  to  apply  to  user  fees  prior 
to  the  completion  of  the  feasibility  study? 

Response.  At  this  time  I  am  not  certain  whether  FDA  will  be  submitting  legisla- 
tion for  additional  user  fees  before  the  conclusion  of  this  study. 

Ms.  Kaptur.  FDA  has  stated  that  the  purpose  of  user  fees  is  to  expedite  the  drug 
approval  process  through  the  hiring  of  additional  reviewers  to  deal  with  a  backlog 
of  new  drug  applications.  To  meet  this  objective,  the  money  generated  by  the  assess- 
ment of  the  fees  was  to  be  used  as  an  addition  to  the  FDA's  base  budget.  Do  you 
still  agree  with  this  description  as  to  the  purpose  of  assessing  user  fees? 

Response.  We  agree  with  your  understanding  to  the  need  and  intended  use  for 
the  revenues  to  come  from  the  Prescription  Drug  User  Fee  Act.  The  fees  collected 
pursuant  to  this  Act  will  only  be  used  to  support  increases  in  human  drug  approval 
activities,  or  for  new  workload  necessary  to  carry  out  this  Act. 

Ms.  Kaptur.  Is  it  true  that  the  user  fees  listed  in  the  FDA  budget  by  the  Presi- 
dent are  now  considered  a  "base"  of  the  agency's  budget,  and  can  therefore  be  used 
for  other  than  their  intended  purposes? 

Response.  It  is  the  other  user  fees  discussed  above,  for  deficit  reduction,  which 
may  be  used  for  FDA's  base  costs  once  they  eire  collected. 

Ms.  Kaptur.  Is  it  your  intention  to  use  the  user  fees  generated  in  the  1994  budget 
to  cover  enforcement  or  administrative  costs? 

Response.  The  fees  collected  pursuant  to  the  Prescription  Drug  User  Fee  Act  will 
only  be  used  to  support  increases  in  human  drug  approval  activities,  or  for  new 
workload  necessary  to  cany  out  this  Act. 

animal  drug  appucations 

Ms.  Kaptur.  Dr.  Kessler,  consistent  with  the  overall  decline  in  the  number  of 
drug  approvals  by  FDA  over  the  past  few  years,  and  simultemeous  increase  in  the 
amount  of  time  it  takes  for  new  drug  approveds,  on  the  animal  drug  side  we've  seen 
a  decrease  in  the  number  of  approvals,  with  only  one  new  chemical  entity  approved 
in  1992.  How  do  delays  in  the  approval  of  new  drug  applications  result  in  additional 
costs  on  the  producers  of  these  products? 

Response.  Approval  of  New  Animal  Drug  Applications  has  been  cyclic  over  the 
years.  While  the  last  two  years  have  been  low,  they  have  not  been  as  low  as  at  other 
times  in  the  past  which  have  been  followed  by  rather  dramatic  "recoveries".  Cur- 
rent projections  for  significant  approvals  in  FY  93  should  alleviate  the  concern  over 
this  issue.  FDA's  Center  for  Veterinary  Medicine  makes  every  effort  to  insure  that 
its  scientific  standards  are  consistent  with  its  mandate  to  approve  only  animal 
drugs  which  are  effective  and  safe  to  the  target  animal,  to  the  consumers  of  foods 
derived  therefrom,  and  to  the  environment.  Furthermore,  the  Center  is  committed 
to  making  the  gathering  and  review  of  the  data  necessary  to  that  process  as  effi- 
cient as  possible,  and  has  been  working  particularly  diligently  with  the  animal 
pharmaceutical  industry  over  the  past  several  years  to  further  that  goal. 

Ms.  Kaptur.  What  are  the  projected  outlays  for  a  company  to  bring  a  new  animal 
pharmaceutical  through  the  process  and  on  to  the  market? 

Response.  The  best  source  of  information  with  respect  to  the  cost  to  the  industry 
of  the  new  animal  drug  approval  process  is  the  industry,  itself. 

WOMEN  IN  DRUG  CLINICAL  TRIALS 

Ms.  Kaptur.  In  October  1992,  GAO  did  a  report  entitled  "FDA  Needs  to  Ensure 
More  Study  of  Gender  Differences  in  Prescription  Drug  Testing".  PDA  guidance  to 
drug  manufacturers  recommends  that  they  test  new  drugs  on  representative  patient 
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populations.  GAO  found,  however,  that  FDA  does  not  define  "representative"  and 
manufacturers  are  not  consistent  in  their  application  of  FDA's  guidance.  A  quarter 
of  the  drug  manufacturers  in  an  industry  survey  reported  that  they  do  not  deliber- 
ately recruit  representative  numbers  of  women  as  participants  in  drug  trials.  Fur- 
ther, more  than  half  said  that  FDA  asked  them  to  include  women  in  drug  trials,  but 
the  remainder  said  they  had  not  been  asked. 

What  has  FDA  done  to  remedy  this  situation? 

Response.  FDA  currently  allows  and  has  always  allowed  women  to  be  included  in 
late  Phase  2  and  Phase  3  trials.  However,  in  the  past,  the  Agency  did  require  exclu- 
sion of  women  of  childbearing  potential — not  all  women — from  the  earliest  trials 
with  a  new  investigational  drug. 

A  policy  statement  on  the  enrollment  of  women  of  childbearing  potential  in  clini- 
cal trials  was  included  in  the  1977  guideline  entitled  "General  Considerations  for 
the  Clinical  Evaluation  of  Drugs".  The  guideline  indicated  that  this  group  of  women 
could  be  included  in  further  studies  provided  that  adequate  information  on  efficacy 
and  relative  safety,  as  well  as  reproductive  toxicity  data  from  animal  studies,  was 
available.  In  practice,  this  policy  has  generally  meant  that  women  of  childbearing 
potential  were  excluded  from  Phase  1  and  early  Phase  2  trials,  but  were  included  in 
later  Phase  2  and  Phase  3  trials. 

Surveys  conducted  by  FDA  in  1983  and  1989,  as  well  as  the  recent  GAO  survey, 
have  indicated  that  in  general,  there  has  been  substantial  participation  of  women  in 
drug  development  programs,  usually  reflecting  the  gender-prevalence  of  the  diseases 
for  which  the  drugs  were  being  studied.  It  is  important  to  note  that  even  in  the  set- 
ting of  the  1977  policy,  post-menopausal  women  and  other  women  not  of  childbear- 
ing potential,  such  as  women  having  undergone  a  hysterectomy,  could  be  included 
in  even  the  earliest  trials.  In  addition,  the  policy  did  allow  for  enrollment  of  women 
of  childbearing  potential  in  earlier  trials  in  the  setting  of  life-threatening  disease. 

The  policy  set  forth  in  the  1977  guideline  has  been  under  discussion  for  several 
years  within  and  outside  the  Agency,  and  there  has  been  a  growing  belief  that  it  is 
unduly  paternalistic  and  overprotective.  On  the  basis  of  such  discussions,  the 
Agency  has  reconsidered  this  policy,  and  determined  that  the  requirement  for  exclu- 
sion of  women  of  childbearing  potential  from  early  clinical  trails  should  be  eliminat- 
ed. A  new  guideline  is  currently  in  preparation,  tentative  title  "Guideline  for  the 
Study  and  Evaluation  of  Gtender  Differences  in  the  Clinical  Evaluation  of  Drugs", 
which  will  eliminate  this  restriction,  and  will  provide  new  guidance  on  FDA's  exi>ec- 
tations  regarding  inclusion  of  patients  of  both  genders  in  drug  development,  analy- 
ses of  clinical  data  by  gender,  assessment  of  potential  pharmacokinetic  differences 
between  genders,  and  conduct  of  specific  additional  studies  in  women,  where  indicat- 
ed. 

UQUID  CHEMICAL  GERMICIDES 

Ms.  Kaptur.  I  understand  that  the  FDA  has  a  new  program  underway  to  review 
EPA-registered  liquid  chemical  germicides  and  to  impose  additional  and  different 
regulatory  requirements.  In  a  time  when  we  are  trying  to  streamline  government 
and  maximize  efficiency,  this  program  seems  to  be  a  clear  step  in  the  wrong  direc- 
tion. What  are  the  issues  you  are  trying  to  address,  and  how  can  they  be  handled  by 
creating  another  layer  of  government  bureaucracy?  I  understand  that  you  are  work- 
ing on  a  Memorandum  of  Understanding  with  EPA  on  this  issue.  What  is  the  status 
of  that  MOU? 

Response.  Under  the  Medical  Device  Amendments  of  1976,  FDA  has  responsibility 
to  ensure  the  safety  and  effectiveness  of  antimicrobial  products,  or  germicides,  la- 
beled or  promoted  for  use  with  medical  devices.  The  antimicrobial  agents  which  in- 
clude disinfectants  and  sterilants,  are  considered  accessories  to  the  medical  device. 
It  is  subject  to  FDA  review  through  the  premarket  notification  process.  FDA  has 
been  reviewing  premarket  submissions  for  these  germicides  since  the  early  1980s. 
FDA's  jurisdiction  was  affirmed  in  1989,  when  the  court  found  a  germicide  for  steri- 
lizing surgical  instruments  to  be  a  device  subject  to  FDA  regulation. 

EPA  has  authority  under  Federal  Insecticide,  Fxmgicide  and  Rodenticide  Act, 
FIFllA,  to  regulate  antimicrobial  products  including  sanitizers,  disinfectants,  and 
sterilants,  which  control  microorganisms  on  inanimate  objects  and  surfaces.  Under 
FIFRA,  EPA  registers  antimicrobial  substances  for  various  uses  which  require  that 
products  meet  certain  testing  criteria  for  efficacy,  toxicity,  and  environmental 
impact. 

Since  germicides  may  be  regarded  as  both  a  pesticide  and  as  an  accessory  to  a 
medical  device,  EPA  and  FDA  have  shared  responsibilities  for  regulating  these 
products.  Even  though  the  laws  administered  by  EPA  and  FDA  have  different  re- 
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quirements,  the  two  agencies  are  working  together  to  share  information  such  as  test 
results,  and  coordinating  testing  and  enforcement  programs. 

EPA  and  FDA  are  currently  working  on  a  Memorandum  of  Understanding  to 
define  each  agency's  scope  of  jurisdiction  over  antimicrobial  agents.  As  part  of  this 
effort,  EPA  and  FDA  are  exploring  ways  to  eliminate  redundancies.  FDA  has  identi- 
fied some  crucial  public  health  concerns  associated  with  medical  device  use  which 
go  beyond  EPA's  involvement  and  must  be  addressed  by  FDA.  For  instance,  EPA 
does  not  consider  the  compatibility  of  a  germicide  with  device  materials  in  order  to 
assure  adequate  device  performance  following  multiple  reprocessing  of  a  device. 
EPA  does  not  consider  whether  microbicidal  claims  for  a  germicide  are  appropriate 
for  the  intended  body  contact  required  for  medical  device  use.  Finally,  EPA  does  not 
address  the  potential  toxicity  to  patients  of  chemical  residues  remaining  on  devices 
subject  to  reprocessing  with  germicides. 

With  the  advent  of  the  AIDS  epidemic  emd  outbreaks  of  multidrug  resistant  TB 
and  because  the  number  of  medical  devices  which  cannot  tolerate  heat  or  steam 
sterilization  has  been  growing,  FDA  has  established  a  strategy  to  regulate  liquid 
chemical  germicides  used  on  medical  devices.  This  strategy  is  based  upon  public 
health  considerations  and  is  part  of  a  three-pronged  approach:  device  design;  equij)- 
ment  used  in  the  cleaning  and  disinfection  of  devices  between  uses;  and,  the  chemi- 
cal germicides  used  to  sterilize  and  disinfect  devices  between  uses.  The  highest  pri- 
ority of  this  strategy  is  sterilant  manufacturers,  since  sterilants  are  necessary  for 
reprocessing  of  invasive  medical  devices  to  rid  them  of  disease  causing  micro-orga- 
nisms. Beginning  in  September  1990,  FDA  issued  letters  to  several  manufacturers 
advising  them  of  the  need  to  register,  list,  and  comply  with  FDA's  Good  Manufac- 
turing Practices  requirements.  'Thirty-three  inspections  were  made  of  23  germicide 
manufacturing  facilities  to  check  for  GMP  compliance  and  other  serious  violations. 
This  enforcement  effort  has  resulted  in  the  submission  of  22  premarket  notification 
[510(k)]  applications  for  germicide  products. 

The  anaJytical  procedure  used  to  test  the  effectiveness  of  liquid  chemical  germi- 
cides as  sterilants  was  that  recognized  by  the  American  Association  of  Analytical 
Chemists  which  is  the  standard  used  by  the  government  and  industry.  The  program 
has  tested  several  different  products,  including  one  which  FDA  found  to  be  ineffec- 
tive when  used  £is  directed.  Since  the  product  was  intended  for  use  on  an  invasive 
device,  the  FAA  seized  the  product  and  ordered  the  manufacturer  to  recall  this  dan- 
gerous sterilemt  from  the  market.  This  sampling  program  is  continuing  and  more 
products  are  undergoing  testing.  FDA  has  sdso  initiated  a  corollary  sampling  pro- 
gram to  determine  the  effectiveness  of  claims  made  by  marketed  disinfectants. 

The  General  Accounting  Office  has  investigated  FDA's  regulation  of  liquid  chemi- 
cal germicides  and  will  be  issuing  a  report  shortly. 
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Mr.  Chairman,  I  appreciate  the  opportunity  to  appear  before  the 
subcommittee  today  to  discuss  and  support  the  programs  of  the 
Food  and  Drug  Administration.   Before  we  begin,  I  want  to 
introduce  my  colleagues  at  the  table  with  me  ... 

Other  members  of  my  staff  are  also  present  to  respond  to  your 
questions. 

Mr.  Chairman,  the  American  public  expects,  and  deserves, 
assurance  from  FDA  that  their  foods  are  safe  and  properly  labeled 
and  that  their  drugs  and  medical  devices  are  safe  and  effective. 
Over  the  last  year  we  have  continued  to  make  changes  at  the 
agency  so  that  we  could  meet  those  expectations.   Our  challenge 
is  to  keep  serving  the  public  health,  to  be  on  the  cutting  edge 
of  science,  and  to  meet  the  changing  requirements  of  the  vast 
industries  we  regulate  —  and  to  do  this  as  well  as  possible 
within  the  resources  available. 

How  big  is  this  job?  Simply  stated,  it's  enormous.   FDA  is 
responsible  for  regulating  products  worth  about  $1  trillion  — 
the  equivalent  of  about  25  cents  of  every  dollar  spent  by 
American  consumers.   Most  of  the  FDA  regulated  industries  are 
small,  and  face  increasing  competition  from  foreign  enterprises, 
rapidly  evolving  technologies,  and  increasing  costs.   For 
example,  over  70  percent  of  the  nearly  60,000  food  industry  firms 
we  regulate  have  fewer  than  20  employees.   Nevertheless,  FDA 
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regulated  industries  are  among  the  most  successful  world-wide, 
and  this  is  at  least  in  part  because  our  laws  require  high 
science-based  standards  for  product  quality,  performance  and 
safety.   But  this  is  just  one  dimension  of  our  responsibilities. 
FDA  must  assure  the  public  of  the  safety,  and  in  many  cases  the 
effectiveness,  of  the  enormous  production  of  these  industries. 

Each  year  the  appropriations  hearings  provide  an  opportunity  to 
recap  our  past  activities,  to  focus  on  changes,  and  to  discuss 
the  challenges  we  face  and  our  approaches  to  meeting  them. 

One  event  of  1992  illustrates  the  nature  of  FDA's  mission,  the 
commitment  of  the  people  of  FDA,  and  the  dedication  of  a  field 
force  of  which  I  am  —  and  everyone  can  be  —  most  proud.   This 
event  was  Hurricane  Andrew. 

FDA's  Miami  office,  located  at  the  Miami  International  Airport, 
was  undamaged  by  the  hurricane  but  had  no  power  or  water.   On 
August  26,  the  Miami  office  resumed  limited  operations  and 
available  staff  began  the  arduous  job  of  assessing  the  damage  to 
FDA-regulated  industry  in  the  area. 

Miami  is  a  major  port  for  imported  seafood  and  other  highly 
perishable  products.  With  the  loss  of  the  international  airport 
facilities  and  the  damage  to  local  refrigerated  and  frozen  food 
storage  facilities  in  South  Florida,  products  destined  for  the 

-  2  - 


188 


U.S.  market  began  to  backup  in  foreign  ports.   Bolstering  FDA's 
Miami  Import  staff  were  Import  specialists  from  Tampa;  the 
Atlanta,  Dallas,  Baltimore,  and  Philadelphia  districts;  and  our 
Southeast  Regional  Laboratory,  who  established  a  makeshift  Import 
examination  station  in  the  parking  lot  of  the  Cargo  Clearance 
Center  adjacent  to  Miami  International  Airport.   They  examined 
hundreds  of  lots  of  perishable  imported  products  for  any  sign  of 
decomposition  or  other  contamination  before  releasing  products 
for  shipment  to  other  cities. 

In  cooperation  with  other  State  and  Federal  officials,  FDA  staff 
visited  hundreds  of  firms  to  assure  that  products  manufactured  or 
stored  there  remained  safe,  wholesome,  and  uncompromised.   All  of 
the  blood  and  plasma  centers  were  contacted  immediately  to  verify 
that  the  blood  supply  remained  safe.   As  reliable  sources  for 
much  needed  pharmaceutical  products  were  verified,  this 
information  was  fed  back  to  the  Federal  Emergency  Management 
Agency  and  the  Public  Health  Service  officials  who  were 
responsible  for  getting  these  products  to  the  people  who  needed 
them.   Within  three  weeks,  almost  700  FDA-regulated  firms  were 
visited  and  1.4  million  pounds  of  distressed  goods  were 
destroyed. 

The  hurricane  also  affected  operations  in  Louisiana.   FDA's  New 
Orleans  District,  in  close  cooperation  with  Food  and  Drug  and 
Seafood  Units  of  the  Louisiana  Department  of  Health  and 
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Hospitals,  and  the  Louisiana  State  Board  of  Pharmacy  conducted 
operations  similar  to  those  in  Miami.   Federal-State  teams 
visited  approximately  400  companies  across  southern  Louisiana  and 
isolated  areas  of  concern  in  the  less  seriously  damaged  areas. 
These  teams  quickly  and  efficiently  moved  to  prevent  adulterated 
products  from  being  distributed  to  American  consumers,  and  to 
help  businesses  return  to  normal  operations. 

Mr.  Chairman,  the  professionalism  and  dedication  illustrated  by 
this  event  transcends  all  product  areas  and  programs  throughout 
FDA.   They  have  applied  to  every  high  priority  activity  and 
change  in  the  agency  over  the  past  two  years. 

I  am  pleased  to  report  significant  progress.   In  particular  I 
want  to  mention  three  areas  that  I  have  discussed  with  the 
subcommittee  before  —  product  review,  management,  and 
enforcement. 

Turning  to  PRODUCT  REVIEW,  we  continue  to  sustain  and  build  on 
past  successes. 

•  FDA  approved  387  new  drug,  generic  drug,  and  biologic 
product  applications  during  calendar  1992  —  a  15%  increase 
compared  with  1991.   Among  the  important  new  drugs  approved 
last  year  were  six  new  drugs  potentially  valuable  in  the 
fight  against  AIDS  (  three  biological  products  for 
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diagnostic  tests;  Hivid  for  treating  advanced  HIV  infection; 
Mepron  for  Pneumocystis  carinii  pneumonia;  and  Mycobutin,  an 
anti-infective  agent  for  patients  with  advanced  HIV) ,  Taxol 
for  ovarian  cancer,  and  Intron-A  for  hepatitis  B. 

•  The  important  new  biologies  include  two  vaccines. 
Diphtheria  and  Tetanus  Toxoides  and  Acellular  Pertussis 
Vaccine  fPTAP) .  and  Japanese  Encephalitis  Virus 
(inactivated)  Vaccine  -  Trademark  JE-VAX.   The  earliest 
possible  development  and  delivery  of  safe  and  effective 
vaccines  is  one  of  our  highest  priorities  and  we  are  pleased 
to  be  included  in  the  President's  1993  supplemental 
appropriation  request  for  enhancement  for  the  enhanced 
childhood  immunization  program. 

We  have  been  just  as  active  on  the  MAKAGEMEMT  issues  confronting 
the  Agency. 

•  We  are  getting  new  regulations  out  faster  than  ever 
before.   The  massive  food  labeling  regulations  illustrate 
this  point.   The  new  food  label  is  a  major  public  health 
legacy,  ensuring  that  consumers  get  the  kind  of  information 
they  need  about  the  products  they  use.   But  in  addition,  we 
are  moving  on  other  fronts,  such  as  regulations  to  implement 
the  Safe  Medical  Devices  Act;  final  regulations  on 
accelerated  approval  for  drugs  to  treat  serious  and  life 
threatening  illness;  and  guidance  to  the  industry  on  such 
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natters  as  pediatric  labeling  and  continuing  medical 
education. 

•  The  leadership  in  the  Agency  continues  to  evolve  with  the 
appointment  of  two  new  Center  directors  in  the  last  year: 
Dr.  Kathryn  C.  Zoon,  Center  for  Biologies  Evaluation  and 
Research;  and,  Dr.  D.  Bruce  Burlington,  Center  for  Devices 
and  Radiological  Health. 

•  We  have  significantly  reorganized  the  Center  for  Biologies 
Evaluation  and  Research,  and  the  Center  for  Food  Safety  and 
Applied  Nutrition,  to  optimize  and  streamline  review 
processes;  maintain  and  foster  stronger  applied  research 
programs;  and  build  a  closer  integration  of  science  and 
policy.   These  changes  reflect  initiatives  that  prepare  us 
to  meet  the  challenges  of  the  90's  and  on  into  the  21st 
century. 

•  We  are  continuing  to  strengthen  the  scientific 
underpinnings  of  the  FDA,  including  refocusing  the  National 
Center  for  Toxicological  Research  to  integrate  its  research 
capability  with  the  needs  of  our  Centers  and  field 
operations. 

When  it  comes  to  ENFORCEMENT  of  the  statute,  it's  fair  to  say 
that  over  the  past  two  years  we  have  reemphasized  that  FDA  is  an 
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agency  that  vigorously  enforces  the  Federal  Food,  Drug  and 
Cosmetic  Act. 

•  We  have  had  some  najor  specific  successes,  such  as 
Operation  Gold  Pill.   In  collaboration  with  our  colleagues 
at  the  FBI  —  dealing  with  such  criminal  acts  as  tampering, 
drug  counterfeiting  and  drug  diversion  —  we  are  enforcing 
the  Prescription  Drug  Marketing  Act. 

•  We  have  strengthened  our  ties  with  the  individual  States, 
their  Attorneys  General,  health  officials,  and  state  food 
and  drug  officials.   Likewise,  we  have  strengthened  our 
Federal  relationships  with  the  SEC,  the  Customs  Service,  and 
USDA. 

•  To  complement  the  regular  FDA  field  force,  we've  created 
an  Office  of  Criminal  Investigations.   At  the  end  of  1992, 
thirty  new  special  agents  began  intense  training  at  the 
Federal  Law  Enforcement  Training  Center  in  Glenco,  Georgia. 
They  now  staff  criminal  investigation  offices  in  several 
cities.  We  are  dedicated  to  continuing  and  strengthening 
this  effort. 

•  We  have  substantially  increased  our  foreign  inspection 
programs,  which  is  important  in  light  of  the  increasing 
number  of  manufacturing  sites  overseas  and  the  increasing 
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volume  of  imported  products. 

Let  me  now  turn  to  a  question  that  is  looming  before  us  as  we 
enter  this  new  Administration.  What  are  our  biggest  challenges 
for  the  near-  and  long-term  future.   While  the  challenges  are 
many,  I  want  to  focus  specifically  on  three  of  them  —  medical 
devices,  vaccines,  and  imports. 

Medical  Devices 
An  area  of  the  agency  facing  enormous  challenges  and  increasing 
workload  and  responsibility  is  medical  devices.  This  program 
oversees  an  almost  infinite  range  of  diverse  products  that 
includes  pacemakers,  hip  replacements,  intraocular  lenses,  breast 
implants,  a  vast  array  of  diagnostic  devices  such  as  the  recently 
approved  home  cholesterol  tests,  and  state-of-the-art  medical 
imaging  equipment.   This  represents  an  enormous  span  of 
technology  and  complexity.   Even  more  simple  technologies  such  as 
latex  gloves  and  condoms  often  present  formidable  challenges  for 
which  today's  science  may  not  have  complete  answers  on  what  risks 
as  well  as  what  benefits  these  devices  have. 

America's  medical  device  industry  is  large,  rapidly  growing,  and 
pioneering  a  continuing  streeun  of  innovative  products.   It 
constitutes  about  20,000  firms,  and  over  75%  of  them  have  fewer 
than  20  employees.   Four  of  the  10  fastest  growing  manufacturing 
industries  in  the  U.  S.  manufacture  medical  devices,  according  to 
data  from  the  Department  of  Commerce.   Further,  this  is  one  of 
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the  few  manufacturing  industries  where  the  U.  S.  has  maintained  a 
positive  and  growing  trade  balance.   However,  both  we  and  the 
industry  face  enormous  challenges  as  well  as  responsibilities. 
Keeping  pace  with  this  industry  has  become  increasingly  more 
difficult  for  us. 

For  example  there  has  been  growth  both  in  the  number  of 
submissions  and  the  volume  and  complexity  of  their  contents.   As 
a  result  of  the  Safe  Medical  Device  Act  of  1990,  FDA  is 
implementing  a  vast  array  of  new  statutory  requirements  that 
mandate  resource- intensive  premarket  review  and  postmarket 
surveillance  tasks.   Most  recently  FDA  has  been  experiencing 
unprecedented  oversight  in  the  device  review  process,  which  has 
both  taken  time  from  the  review  process  and  resulted  in  even  more 
new  requirements. 

All  of  this  has  had  a  profound  effect  on  the  program.   Prior  to 
1992,  FDA  was  able  to  review  most  of  the  simpler  applications  we 
receive,  510(k)'s,  within  90  days,  and  the  more  complex 
applications,  PHA's  or  Pre  Market  Applications,  within  180  days. 
The  number  of  applications  that  exceeded  these  review  times  could 
be  counted  in  the  single  digits.  Over  the  last  year,  however, 
our  review  times  have  been  lengthening,  along  with  our  backlog  of 
submissions  in-house  beyond  our  statutory  review  times. 

We  have  been  trying  to  manage  this  changing  situation  by 
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redirecting  resources  within  the  medical  device  program.   We  are 
clarifying  product  evaluation  requirements  for  the  industry,  to 
improve  the  quality  of  manufacturers'  submissions  and  reduce  the 
number  of  costly  review  cycles.  We  are  also  improving  our 
communication  with  the  industry  on  the  status  of  applications. 
And  we  continue  to  look  for  efficiencies  wherever  possible.   What 
the  industry  really  wants,  however,  is  evidence  of  predictability 
restored  to  our  review  process  —  a  reasonable  expectation  of 
just  how  long  our  review  process  will  take,  and  what  they  can 
expect.   We  want  to  get  there  just  as  much  as  the  industry  wants 
us  there. 

Another  challenge  in  the  arena  of  medical  devices  is  the  number 
and  significance  of  non-review  responsibilities.   As  just  one 
example,  I  cite  mammography.   Since  1945,  breast  cancer  has  been 
a  leading  cause  of  cancer  deaths  among  women.  Mammography,  or  x- 
ray  breast  examination,  remains  the  best  available  method  for 
detecting  breast  cancer  at  its  earliest  stages.   Early  detection 
is  critical  in  reducing  both  the  mortality  rate  and  the  severity 
of  the  patients'  treatment. 

For  mammography  to  achieve  its  potential  benefit  there  must  be  an 
accurate  interpretation  of  high  quality  images  produced  with 
minimum  radiation  exposure.   This  requires  examinations  to  be 
conducted  by  properly  trained  personnel  using  equipment  that  is 
specifically  designed  for  mammography.   The  detection  of  breast 
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cancer  via  nannography  is  a  challenging  process.   Even  with  good 
quality  images  and  skilled  personnel,  it  is  estimated  that  5  to 
15%  of  cancers  will  be  missed.   But  inadequately  used  or 
maintained  equipment  and  improperly  trained  personnel  will  cause 
the  rate  of  cancers  that  are  missed  to  be  much  higher. 

Since  1975,  FDA  has  been  in  the  forefront  of  efforts  to  improve 
both  the  quality  and  safety  of  mammography.   These  efforts  have 
included  reducing  the  exposure  to  radiation  during  mammography, 
improving  the  quality  of  the  image  produced,  improving  the 
ability  of  the  radiologist  to  read  and  interpret  mammograms,  and 
contributing  to  the  development  of  an  integrated  U.  S.  system  of 
diagnosis  and  treatment  of  breast  cancer.   Recognizing  many  of 
these  important  issues,  Congress  passed  the  Mammography  Quality 
Standards  Act  of  1992. 

This  Act,  which  became  law  last  October,  requires  the  Secretary 
of  Health  and  Human  Services  to  issue  standards  for  equipment, 
quality  assurance  programs,  and  personnel  and  to  provide  for 
accreditation,  inspection,  and  certification  of  mammography 
facilities.   FDA  has  been  given  primary  responsibility  for  its 
implementation.   The  Act  establishes  a  number  of  ambitious 
deadlines  for  various  actions,  and  requires  that  each  facility 
receive  a  certificate  from  the  Secretary  by  October  1,  1994. 

Vaccines 
A  second  important  challenge  facing  FDA  today  is  ensuring  the 
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safety  and  efficacy  of  vaccines.   Immunization  has  emerged  as  a 
major  pioblic  health  priority  both  in  this  country  and 
internationally.   FDA  scientists  play  a  critical  role  in  bringing 
safe  and  effective  vaccines  to  children  and  adults. 


Our  involvement  with  vaccines  spans  a  wide  area — from  the  science 
required  to  develop  and  evaluate  the  products,  through  the 
testing,  post-marketing  surveillance,  and  updating  of  labeling 
for  physicians. 

The  story  of  FDA's  multi-faceted  role  is  really  the  story  of  the 
dynamic  field  of  vaccine  development.   First  let  me  highlight 
four  aspects  of  vaccine  development  which  define  much  of  our 
work. 

First,  public  and  private  sector  scientists  are  using  highly 
sophisticated  new  technologies  to  develop  vaccines.   Last  year 
about  one-fourth  of  the  new  vaccine  INDs  we  received  involved 
these  technologies.   I'm  referring  to  recombinant  DNA  techniques, 
for  example,  or  new  methods  to  stimulate  immunity. 

Second,  scientists  are  seeking  to  improve  existing  vaccines.   A 
good  case  in  point  is  the  pertussis  vaccine  which  has  been 
associated  with  increased  numbers  of  adverse  effects. 
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Third,  preventive  and  therapeutic  vaccines  for  AIDS  are  being 
developed  and  tested.   These  are  scientifically  challenging 
vaccines,  requiring  specialized  scientific  skills  and 
technologies. 

Fourth,  there  is  increased  interested  in  combination  vaccines 
with  the  new  safety  and  efficacy  questions  they  raise. 

What  does  this  mean  for  us?   It  means  that  we  must  have 
sophisticated  scientists  who  can  provide  guidance  in  the  many  new 
challenging  and  complicated  aspects  of  vaccine  development. 
Scientists  who  can  set  standards  and  develop  assays  to  assess  the 
safety  and  effectiveness  of  these  products.   Scientists  who  can 
work  with  sponsors  to  ensure  that  the  clinical  trials  will 
address  all  areas  of  concern. 

FDA  scientists  have  made  major  contributions  to  the  science 
involved  in  developing  and  evaluating  these  new  vaccines. 

Our  work  on  an  acellular  pertussis  vaccine,  for  example,  brings 
this  country  one  step  closer  to  retiring  the  problematic  whole 
cell  DPT  vaccine. 

In  a  few  months  we  will  be  sponsoring  a  scientific  symposium  to 
evaluate  the  special  issues  raised  by  combination  vaccines. 
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And  as  these  new  products  are  introduced,  we  must  monitor  them 
through  an  increasingly  sophisticated  adverse  event  reporting 
system,  including  VAERS. 

We  are  also  being  called  on  to  provide  technical  assistance  for 
international  programs  aimed  at  increasing  immunization  rates. 
We  are  working  closely  with  the  World  Health  Organization  (WHO) 
and  the  Pan  American  Health  Organization,  and  FDA  has  been 
involved  in  vaccine  development  programs  in  several  foreign 
countries. 

Immunization  goals  in  this  country  require  an  active  role  for  FDA 
in  ensuring  that  the  supply  of  vaccines  used  to  meet  our  goals 
meets  our  safety  and  efficacy  standards. 

Our  work  in  vaccines  increasingly  provides  many  challenges — both 
scientific  and  in  terms  of  the  resources  needed  to  get  the  many 
parts  of  our  job  done. 

Imports 
Next,  let  me  talk  about  imports.   The  number  of  imported  products 
under  FDA's  jurisdiction  has  been  increasing  each  year.   Entries 
of  FDA  regulated  products  exceed  1.5  million  per  year.   FDA  has 
the  resources  to  sample  and  analyze  only  about  52,000  entries, 
and  to  visually  examine  another  90,000.   This  results  in  a 
combined  examination  and  sampling  rate  of  about  10%.   Our  task  is 
to  target  that  10%  effectively. 
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About  85%  of  the  imports  \mder  our  jurisdiction  are  food  items. 
More  and  more  of  the  food  Americans  eat  is  imported.   Our 
inspectors  are  looking  for  problems  such  as  adulteration, 
decomposition,  and  contamination,  which  threaten  the  safety  and 
wholesomeness  of  the  food  supply. 

Given  the  increase  in  imports,  the  challenge  for  us  is  to  make 
sure  that  we  are  making  the  best  use  of  the  resources  we  have. 
And  that  means  devising  and  putting  in  place  the  most  effective 
and  efficient  inspection  and  enforcement  strategies  possible  to 
monitor  these  products. 

This  is  an  important  priority  for  the  Agency.   Let  me  tell  you 
some  of  what  we  have  already  done. 

•  We  have  zeroed  in  on  what  FDA  and  the  Customs  Service  call 
"bad  actors."  These  are  importers  who  repeatedly  bring  in 
violative  products.  Warning  letters  have  gone  out  to  nearly 
75  such  importers.  We  are  singling  them  out  for  attention 
in  our  sampling  and  examinations  and,  where  conventional 
import  coverage  fails  to  correct  the  problem,  we  sill  pursue 
further  legal  sanctions,  including  injunction  and  criminal 
prosecution. 

•  We  have  identified  potential  problems  with  specific 
products  and  looked  closely  at  those  imports.   In  the  past 
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year,  for  example,  we  completed  an  import  initiative  to 
examine  ceramicware  for  excessive  lead  levels. 

•  Together  with  the  U.S.  Customs  Service  in  Seattle,  we  are 
pilot  testing  a  computerized  system  to  screen  import 
documents.   Rather  than  have  FDA  staff  review  all  import 
papers  to  determine  which  items  should  be  examined, 
information  is  sent  to  a  computer  which  does  the  initial 
screening  based  on  criteria  developed  by  FDA. 

•  Over  the  past  several  years  a  lot  of  time,  money,  and 
effort  has  gone  into  developing  our  Import  Support  and 
Information  System  (or  ISIS)  to  make  our  inspection  system 
more  efficient.  Although  this  system  has  had  the  expected 
fits  and  starts  for  a  system  of  this  magnitude,  I'm  pleased 
to  report  that  we  are  committed  to  turning  that  system  on 
during  this  fiscal  year. 

In  our  effort  to  strengthen  our  inspection  system,  we  have 
strengthened  our  working  relationship  with  the  U.S.  Customs 
Service.  We  are  not  only  talking  but  working  together  to  assure 
that  both  our  agencies  needs  are  served. 

This  concludes  my  prepared  remarks,  Mr.  Chairman.   I  will  be 
happy  to  answer  any  questions  you  or  any  other  members  of  the 
Committee  may  have. 
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DAVID  A.  KESSLER 
COMMISSIONER  OF  THE  FOOD  AND  DRUG  ADMINISTRATION 

As  Commissioner  of  the  Food  and  Drug  Administration, 
David  A.  Kessler  guides  an  agency  that  monitors  foods,  cosmetics, 
animal  drugs  and  a  wide  variety  of  medical  products,  prescription 
and  nonprescription.   All  told,  FDA  has  an  impact  on  the  safety 
and  value  of  about  25  percent  of  what  the  American  consumer 
purchases.   Dr.  Kessler  took  over  as  FDA  Commissioner  on  December 
3,  1990.   Both  a  Harvard-trained  physician  and  a  University  of 
Chicago-trained  lawyer.  Dr.  Kessler  brings  a  breadth  of  research, 
educational,  professional  and  administrative  experience  to  this 
post. 

From  1984  until  his  FDA  appointment.  Dr.  Kessler  was  medical 
director  of  the  Hospital  of  the  Albert  Einstein  College  of 
Medicine  in  the  Bronx,  N.Y.   He  helped  establish  the  hospital's 
medical  and  pediatric  emergency/ evaluation  units.   During  his 
tenure,  the  medical  service  was  consolidated,  and  a  blood  donor 
facility  and  an  adult  dialysis  program  for  children  was  expanded. 
Under  his  leadership,  physician  assistants  were  brought  into  the 
hospital's  teaching  program  in  what  has  become  a  model  for 
teaching  hospitals  in  New  York  State.  And  Dr.  Kessler  built  the 
hospital's  current  quality  assurance  system. 

Dr.  Kessler  holds  hospital  appointments  at  the  medical 
center  and  teaching  appointments  in  pediatrics  and  in  the 
department  of  epidemiology  and  social  medicine. 

He  was  awarded  an  advanced  professional  certificate  from  the 
New  York  University  Graduate  School  of  Business  Administration  in 
1986. 

Dr.  Kessler  brings  to  FDA  a  breadth  of  experience  in  FDA 
issues,  having  written  in  the  New  England  Journal  of  Medicine  and 
other  professional  journals  on  food  labeling  and  safety,  drug  and 
medical  device  issues.   He  has  chaired  the  drugs  and  biologies 
subcommittee  of  the  Food  and  Drug  Administration — a  group  of 
experts  reviewing  the  resources,  mission  and  organization  of  the 
agency.   He  continues  on  the  committee  as  a  non-voting  member. 

Since  1986,  Dr.  Kessler  has  taught  food  and  drug  law  at 
Columbia  University  School  of  Law  in  New  York  City. 

From  1981  to  1984,  Dr.  Kessler  was  a  consultant  on  FDA- 
related  issues  to  Senate  Labor  and  Human  Relations  Committee 
Chairman  Orrin  G.  Hatch. 

A  Pediatrician,  Dr.  Kessler  did  his  internship  and  residency 
at  Johns  Hopkins,  Baltimore.   Despite  his  schedule  as  medical 
director  at  the  Albert  Einstein  Hospital,  Dr.  Kessler  made  it  his 
business  to  see  sick  children  in  one  of  New  York's  municipal 
emergency  rooms  each  week. 
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He  is  also  one  of  the  authors  of  "Caring  for  the  Elderly; 
Reshaping  Health  Policy,"  John  Hopkins  University  Press. 

He  was  Phi  Beta  Kappa  and  was  graduated  magna  cum  laude  with 
a  bachelor  of  arts  by  Amherst  College  in  1973;  with  an  M.D.  from 
Harvard  Medical  School  in  1979.  An  attorney,  he  was  graduated 
and  with  a  doctor  of  law  (J.D.)  from  the  University  of  Chicago 
Law  School,  where  he  was  an  associate  editor  of  the  University  of 
Chicago  Review,  in  1978. 

Dr.  Kessler  was  bom  May  31,  1951,  in  New  York  City.   He  is 
married  to  attorney  Paulette  Steinberg  Kessler.   They  have  two 
children,  Elise  and  Benjeunin. 
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FOOD  AND  DRUG  ADMINISTRATION 
BUDGET  AUTHORITY  BY  ACTIVITY 


1993  Current 

1992  Actual 

l993AoDroo 

Estimate 

1994  Estimate 

Project 

Amount 

FTE 

Amount 

FTE 

Amount 

FTE 

Amount 

FTE 

Foods 

$206,304 

2.793 

$209,004 

2,773 

$209,004 

2,735 

$208,921 

2.686 

Human  Drugs 

198,538 

2.390 

205.458 

2,416 

224,458     1/ 

2,402 

233,377     5/ 

2.359 

Biologies 

90.531 

898 

94.270 

935 

118,270     2/ 

924 

154,833    6/ 

908 

Animal  Drugs  &  Feeds 

39.000 

506 

40,032 

496 

40,032 

493 

40.016 

484 

Total.  Drugs 

328.069 

3.794 

339.760 

3,847 

382,760 

3.819 

428.226 

3.751 

Devices  &  Rad 

Products 

116.731 

1,604 

120.363 

1.571 

123,363    3/ 

1.542 

153.314     7/ 

1,514 

NCTR 

31.097 

239 

32.458 

239 

32,458 

238 

32.445 

234 

Program  Management 

43,696 

362 

44,450 

362 

44,450 

360 

44.433 

354 

Total  Activity: 

725.897 

8,792 

746,035 

8,792 

792,035 

8,694 

867,339 

8.539 

Rental  Payments 

25.612 



25,612 



25,612 



48,575 

... 

Buildings  &  Facilities 

10,321 

... 

8,350 

... 

8,350 

... 

8,350 

--- 

Salaries  &  Expenses 

761.830 

8,792 

779,997 

8,792 

825,997 

8,694 

924,264 

8.539 

Less  PDUFA 

(36,000) 

(54,000) 

Less  User  Fees 

... 

... 

... 

(200,000) 

S&E  BA: 

$761,830 

8,792 

$779,997 

8,792 

$789,997 

8,694 

$670,264 

8.539 

CRADAS 

143 

... 

88 

2 

88 

2 

341 

2 

Contingency  Fund 

351 

3,682 

3,682 

Reimbursable 

11.845 

32 

12.944 

104 

48,944     4/ 

44 

266,918     8/ 

38 

CRADAs  (carryover) 

243 

243 

B&F  (carryover) 

29,599 

29.599 

Total  Obiig  Authority 

$774,169 

8.824 

$826,553 

8,898 

$872,553 

8,740 

$937,523 

8,579 

Other  Accounts 

Parklawn  Computer  Ct 

--- 

116 

... 

120 

... 

120 

— 

120 

Ceiling  Exempt  FTE 

-„ 

no 

... 

110 

... 

100 

... 

90 

Revolving  Fund-Cert 

[$3,681] 

44 

[$3,868] 

45 

[$3,868] 

45 

[$4,026] 

45 

Total  Authority: 

$774,169 

9,094 

$826,553 

9,173 

$872,553 

9,005 

$937,523 

8,834 

1/  Includes  $19  miihon  of  the  requested  $35  million  supplemental  for  Prescription  Drug  User  Fee  Act. 
2/  For  comparability  includes  $7  million  (or  vaccines  to  be  transferred  from  OASH  to  FDA. 

and  $17  million  of  the  requested  $36  million  supplemental  for  Prescription  Drug  User  Fee  Act 
3/  Reflects  an  increase  of  $3,000,000  m  Devices  for  Mammography  Quality. 
4/  Reflects  an  increase  of  $36,000,000  to  carry  out  the  Prescription  Drug  User  Fee  Act.  shown 

in  the  Reimbursable  line. 
5/  Includes  $28  million  6t  the  requested  $54  million  for  the  Prescription  Drug  User  Fee  Act 
6/  Includes  $26  million  of  the  requested  $54  million  lor  the  Prescription  Drug  User  Fee  Act,  and 

includes  an  Investment  Package  of  $34,600,000  in  Biologies  for  Immunization. 
7/  Includes  an  Investment  Package  of  $30,000,000  in  Devices  -  $20,000,000  for  the  Safe  Medical  Devices 

Act  and  $10,000,000  for  Mammography  Quality. 
8/  FY  1994  Reimbursable  includes:  $54,000,000  for  the  Prescription  Drug  User  Fee  Act;  $200,000,000  tor  the 

general  collection  of  user  fees  and  Reimbursables  of  $12,918,000. 

Please  note:  FY  1993  reflects  an  FTE  reduction  of  168  and  FY  1994  a  reduction 
Of  171  FTE. 
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SUMMARY  OF  CHANGES 

(Dollars  in  thousands) 


FTE 

1/ 

$000 

2/ 

1993  Appropriation,  BA 

8.792 

$779,997 

1993  Proposed  Supplemental 

39.000 

1 993  Transfer 

7,000 

Total  Estimated  BA 

8.694 

$825,997 

Obligations  3/ 

($872,553) 

1994  Request,  BA 

8.539 

$924,264 

Obligations  4/ 

($937,523) 

Net  change 

+ 

$98,267 

Obligations 

+ 

$64,970 

1993  Current 

Estimate  Base 

Change  from  Base 

Budget 

Budget 

FTE 

Authority 

FTE 

Authority 

Increases: 

8,792 

-253 

Built-in: 

Cost  of  1994  Pay  Raise  (75%) 

412.822 

+ 

15.447 

1993  annualization  of  1992  pay 

412.822 

+ 

4.090 

Within  grade  increases 

412,822 

+ 

5,310 

Service  and  Supply  fund 

15,541 

+ 

1.358 

Working  Capital  Fund 

3,544 

+ 

178 

NIH  management  fund 

7,449 

+ 

1.622 

GSA  Rent  Payment 

25,612 

+ 

22.963 

Other 

315,029 

+ 

9.217 

Subtotal  built  in  inc: 

$60,185 

Program:  Investment  Package 

Immunization 

♦ 

27.600 

Mammography  Quality 

♦ 

10.000 

Safe  Medical  Device  Act 

+ 

20.000 

Prescription  Drug  User  Fee  Act 

+ 

54.000 

Subtotal  Investment  inc: 

♦ 

$1 1 1 .600 

TOTAL  INCREASES: 

$171,785 

Decreases: 

Built-in:  FTS 

- 

296 

Program:  Absorption  of 

built-in  increases  & 

Administrative  Reduaions 

- 

73.222 

NET  CHANGE: 

(253) 

♦ 

$98,267 
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SUMMARY  OF  CHANGES 

(Dollars  in  thousands) 

1/  FY  1993  and  FY  1994  excludes  FTEs  in  Reimbursable,  Parklawn  Computer 
Center,  Revolving  Fund,  CRADAs  and  Ceiling  Exempt  for  a  total  of  9,173 
FTE  in  1993  Appropriation  and  8,873  in  FY  1994. 

2/  Estimates  for  1993  and  1994  include  $8,350,000  for  Buildings  and  Facilities 
account. 

3/  In  addition  to  FY  1993  Appropriations,  funding  for  obligations  includes 

anticipated  Reimbursable  obligations  of  $12,944,000,  CRADAs  of  $331 ,000 
and  Contingency  Fund  availability  of  $3,682,000. 

4/  In  addition  to  FY  1994  Appropriations  requested,  obligations  include 

proposed  User  Fees  of  $200,000,000;  $54,000,000  for  the  Prescription  Drug 
User  Fee  Act;  other  Reimbursable  obligations  of  $12,918,000  and  CRADAS  of 
$341,000. 
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FOOD  AND  DRUG  ADMINISTRATION 
Highlights  of  the  1994  Budget  Justification 


The  1994  budget  request  of  $929,264,000  for  the  Food  and  Drug 
Administration  includes  $670,264,000  in  budget  authority  plus 
$259,000,000  from  collections  from  user  charges,  including  fees  for 
Certification  and  Other  Services,  Prescription  Drug  User  Fees,  and 
user  fees  for  deficit  reduction.  As  a  part  of  the  President's 
initiatives  to  reduce  overall  Federal  employment  and  to  reduce 
administrative  costs  some  reductions  will  be  spread  across  all 
activities.  In  addition,  however,  selected  program  areas  will 
experience  growth  related  to  increased  investment  in  selected  areas 
childhood  immunization  initiatives  and  medical  devices, 
including  mammography.  Also,  new  revenues  from  the  Prescription 
Drug  User  Fee  Act  will  support  enhancements  in  the  human  drug  and 
biologic  review  programs. 

The  President's  Initiatives  to  Reduce  Employment  and  Administrative 
Costs 

In  1994  FDA  will  contribute  to  the  President's  initiative  to  reduce 
federal  employment  by  reducing  FDA's  employment  by  339  FTE,  from 
9,173  (planned  in  1993)  to  8,834.  This  reduction  of  3.7%  will  be 
achieved  through  attrition  and  hiring  freezes,  and  as  a  result  will 
be  spread  across  almost  all  programs  in  the  agency.  Naturally,  the 
agency  will  make  every  effort  to  assure  that  priority  and  attention 
remain  focused  on  accomplishing  the  most  critical  tasks  as 
effectively  as  possible. 

In  addition  to  the  reductions  in  personnel,  FDA  will  also  support 
the  President's  initiative  to  reduce  administrative  expenses  by 
absorbing  inflationary  increases  in  1994.  The  appropriation 
request  for  base  programs,  before  specific  program  increases  are 
added,  reflects  a  straight-lining  of  the  1993  appropriation. 

Program  Initiatives  and  Investments 

Bafe  Medical  Devices  Act  -  ($20,000,000) 

The  request  includes  an  increase  of  $20,000,000  to  enable  the 
Agency  to  keep  pace  with  increasing  numbers  of  product  submissions, 
emerging  technologies,  and  to  implement  the  provisions  of  the  Safe 
Medical  Devices  Act  of  1990,  (SMDA)  -  and  related  provisions  of  the 
Medical  Device  Amendments  of  1992  -  in  a  timely  manner. 

Technological  advances  are  increasing  both  the  number  and 
complexity  of  product  applications.  According  to  Department  of 
Commerce  statistics,  the  device  industry  is  the  fastest  growing 


208 

industrial  sector.  The  requested  infusion  of  resources  will 
significantly  enhance  device  evaluation  productivity,  and 
specifically,  FDA  will  expedite  the  review  of  class  III  pre- 
Anendments  (1976)  devices  and  transitional  devices  as  required  by 
the  Safe  Medical  Devices  Act  of  1990. 

FDA's  mandate  encompasses  ongoing  assurances  of  the  safety  and 
effectiveness  of  products  introduced  into  the  marketplace.  In 
carrying  out  this  mandate  the  additional  resources  will  be  used  in 
three  main  areas:  (1)  to  increase  FDA's  monitoring  of  the  regulated 
industry  both  in  terms  of  greater  inspect ional  coverage  and  in 
assuring  compliance  with  design  validation  features  of  SMDA;  more 
pre-approval  inspections  to  assure  that  the  products  can  be 
manufactured  as  described  in  their  PMA  or  510 (k)  submissions;  (2) 
improved  postmarket  surveillance:  including  postmarket  studies, 
monitoring  manufacturer  reports  of  device  corrections  or  market 
removal  to  reduce  a  public  health  risk  or  remedy  a  violation,  and 
an  enhanced  program  to  review  and  analyze  adverse  device  experience 
data  under  the  new  device  user  facility  and  distributor  provisions 
of  SMDA;  (3)  to  employ  new  enforcement  authorities  expeditiously 
to  remove  violative  products  from  consumer  channels:  including 
civil  penalties,  temporary  suspension  of  PMAs,  and  mandatory 
recalls. 

Manunooraphy  Quality  -  $13,000,000 

FDA's  implementation  of  the  Mammography  Quality  Standards  Act  of 
1992  (MQSA)  will  substantially  improve  the  quality  of  mammography 
services  to  millions  of  American  women  each  year.  Breast  cancer  is 
a  serious  public  health  epidemic,  with  one  in  nine  women  now 
estimated  to  suffer  from  the  disease  during  their  lifetime. 
Mammography  is  believed  to  be  effective  in  reducing  mortality  from 
this  dreaded  disease,  and  implementation  of  MQSA  will  substantially 
improve  the  reliability  of  mammography  and  provide  for  significant 
improvements  to  women's  health. 

FY  1993  -  Transfer  of  Resources  ($3,000,000) 

To  implement  the  Mammography  Quality  Standards  Act  of  1992,  the 
President's  Budget  includes  a  request  of  $3,000,000  to  FDA  in 
Fiscal  Year  1993  to  be  derived  through  a  transfer  of  resources, 
with  $1,000,000  each  from  the  National  Cancer  Institute  (NIH) ,  the 
Centers  for  Disease  Control  and  Prevention,  and  the  Health  Care 
Financing  Administration.  These  resources  will  enable  FDA  to  begin 
implementation  of  the  MQSA  which  includes  the  establishment  of  a 
Mammography  National  Advisory  Committee;  planning  programs  for 
accreditation  entities  and  the  facilities;  and  begin  purchasing 
equipment. 
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FY  1994  -  Investment  initiative  ($10,000,000) 

For  Fiscal  Year  1994,  the  request  includes  an  additional  investment 
increment  of  $10,000,000  to  carry  out  the  requirements  of  this 
legislation.  Specifically,  FDA  will:  develop  and  publish 
regulations  on  quality  standards;  design  and  implement  a  data 
processing  system  that  ensures  all  facilities  apply  for 
certification  and  relates  inspection  results  to  certification 
status;  administer  a  facility  certification  program;  upgrade 
laboratory  calibration  facilities  and  equipment;  recruit,  train, 
and  certify  inspectors;  provide  user  education;  and,  design  and 
conduct  an  effective  compliance  program. 

Vaccine  Safety   -  $34,600,000 

FDA  is  one  of  the  Public  Health  Service  agencies  engaged  in  the 
National  Vaccine  Program,  whose  purpose  is  to  provide  a  coordinated 
approach  to  the  expeditious  development  and  availability  of  safe 
and  effective  vaccines.  In  view  of  FDA's  unique  scientific  and 
regulatory  responsibilities,  the  Agency  plays  a  vital  role  in  the 
effort. 

As  part  of  the  President's  Comprehensive  Childhood  Immunization 
Initiative,  this  request  includes  an  increase  of  $34,600,000 
to  enhance  and  accelerate  FDA's  scientific  capabilities,  research 
initiatives,  and  regulatory  assurances. 

FY  1993  -  Transfer  $7,000,000 

FDA  will  utilize  the  $7,000,000  received  in  FY  1993  by  contracting 
with  the  private  sector  to  provide  training  for  FDA  inspectors  in 
vaccine  technology,  and  begin  to  purchase  scientific  equipment. 

FY  1994  -  Investment  -  $27,600,000 

These  additional  resources  will  substantially  enhance  FDA  programs 
designed  to  ensure  the  safety  and  efficacy  of  vaccines  in  four  main 
areas.  First,  the  resources  will  enhance  FDA's  capacity  to 
evaluate  new  products,  including  INDs  and  license  applications; 
increase  research  related  to  standards  and  assays  development;  and 
expanded  pre-licensure  inspection  capability,  including  bioresearch 
monitoring.  Second,  FDA  will  increase  the  evaluation  and  analysis 
of  adverse  reactions,  including  expansion  of  the  Vaccine  Adverse 
Event  Reporting  System,  other  epidemiologic  studies,  postmarketing 
inspections,  and  lot  release  activities.  Third,  FDA  will  enhance 
education  and  liaison  activities,  including  those  directed  to 
health  care  providers  and  parents.  Fourth,  FDA  will  accelerate 
basic  and  applied  research  to  more  precisely  define  biological 
mechanisms  leading  to  adverse  events  and  the  immunologic  mechanisms 
of  vaccines. 
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The  impact  of  molecular  biology  and  advances  in  immunology  have 
increased  the  ability  to  study  infectious  diseases,  identify 
virulence  factors,  and  prepare  antigens  to  be  evaluated  as  vaccine 
candidates.  The  use  of  biotechnological  methodologies  has  allowed 
the  development  of  vaccines  that  were  not  previously  feasible  or 
which  may  be  safer  or  more  effective  than  the  existing  vaccines. 

Preacription  Drug  User  Fee  Act  of  1992 

FY  1993  -  Supplemental  Request  -  $36,000,000 
FY  1994  -  Request  -  $54,000,000 

This  budget  requests  a  supplemental  appropriation  of  $36  million 
for  1993,  and  requests  $54  million  in  1994,  in  drug  industry  user 
fees  to  be  collected  under  the  Prescription  Drug  User  Fee  Act  of 
1992,  (PL  102-571)  which  became  law  on  October  29,  1992. 

The  Act  allows  FDA  to  collect  user  fees,  dedicated  to  enhancing  the 
process  for  review  of  human  drug  and  biologic  applications.  The 
Act's  five-year  goal  is  to  reduce  the  review  time  for  priority 
applications  to  within  six  months  of  submission,  and  the  review 
time  for  standard  applications  to  within  12  months  of  submission. 
The  details  of  these  goals,  and  interim  goals  over  the  five  year 
period,  are  spelled  out  in  letters  of  September  14,  1992,  and 
September  21,  1992,  from  the  Commissioner  of  Food  and  Drugs  to  the 
Chairman  of  the  Energy  and  Commerce  Committee  in  the  House  of 
Representatives  and  the  Chairman  of  the  Labor  and  Human  Resources 
Committee  of  the  Senate. 

Under  the  provisions  of  that  Act,  FDA  may  collect  and  spend  these 
user  fees  only  to  the  extent  they  are  specified  in  appropriation 
acts  each  year. 

The  Act  permits  FDA  to  charge  three  separate  kinds  of  fees  to  raise 
these  revenues.  A  third  of  the  revenues  each  year  will  come  each 
of  the  following  three  areas:  (1)  from  product  fees  assessed  on 
each  of  the  approximately  2,000  listed  drug  and  biologic  products; 
(2)  establishment  fees  to  come  from  each  of  the  approximately  200 
manufacturing  establishments;  and  (3)  from  application  fees  that 
must  accompany  new  drug  applications  and  product  license 
applications  and  supplements  with  clinical  data.  Fee  amounts  and 
provisions  for  adjusting  these  amounts  are  set  forth  in  the  Act. 

Additional  User  Fees  for  Deficit  Reduction  -  $200,000,000 

In  addition  to,  and  separate  from,  the  Prescription  Drug  User  Fees, 
this  budget  envisions  the  collection  of  $200  million  in  new  user 
fees  to  be  derived  from  FDA  regulated  entities.  The  budget 
envisions  that  these  fees  will  be  collected  to  offset  base  costs  of 
FDA's  ongoing  operations,  and  that  these  receipts  will  be  deposited 
to  FDA's  appropriation.  FDA  believes  that  it  is  appropriate  for 
industries  that  benefit  from  FDA;s  activities  to  pay  for  the  cost 
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of  these  activities  and  accordingly,  FDA's  appropriation  request 
for  1994  has  been  reduced  by  $200  million  in  anticipation  of  these 
receipts. 

The  industries  regulated  by  FDA  derive  valuable  benefits  from  some 
FDA  activities,  including  consumer  confidence  in  their  products  and 
significant  protection  from  liability.  FDA's  reputation  also 
improves  the  competitive  position  of  American  firms  in  the  global 
marketplace.  It  is  appropriate  that  the  regulated  industries 
contribute  a  share  of  FDA's  costs  of  ensuring  the  safety  and 
effectiveness  of  their  products. 

Rental  Payments  to  GSA  -  $48,575,000 

Funding  for  FDA's  Rental  Payments  to  the  General  Services 
Administration  has  been  limited  through  appropriation  language  to 
$25,612,000  since  FY  1988.  This  request  includes  an  increase  of 
$22,963,000,  proposing  a  total  FY  1994  payment  to  GSA  of 
$48,575,000.  This  increase  will  enable  FDA  to  reimburse  GSA  for 
its  full  direct  rent  for  its  facilities  which  are  located  in  49 
States,  Puerto  Rico,  and  the  District  of  Columbia. 
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DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 

FOOD  AND  DRUG  ADMINISTRATION 
Federal  Funds 

APPROPRIATION  LANGUAGE 

General  and  special  funds: 

Salaries  and  Expenses 

For  necessary  expenses  of  the  Food  and  Drug  Administration, 
including  hire  and  purchase  of  passenger  motor  vehicles;  for  rental 
of  special  purpose  space  in  the  District  of  Columbia  or  elsewhere; 
and  for  miscellaneous  and  emergency  expenses  of  enforcement 
activities,  authorized  and  approved  by  the  Secretary  and  to  be 
accounted  for  solely  on  the  Secretary's  certificate,  not  to  exceed 
$25,000;  [$746,035,000:  Provided,  That  none  of  these  funds  shall 
be  used  to  develop,  establish,  or  operate  any  program  of  user  fees 
authorized  by  31  U.S.C.  9701:  Provided,  further,  That  $1,900,000 
of  the  funds  made  available  to  the  Food  and  Drug  Administration 
shall  be  available  to  fund  a  clinical  pharmacology  pilot  program] 
$548.739.000  and  in  addition.  $200.000.000  to  be  credited  to  this 
appropriation,  from  fees  established  and  collected  to  cover  the 
costs  of  regulation  of  products  under  the  jurisdiction  of  the  Food 
and  Drug  Administration  to  remain  available  until  expended. 

In  addition,  not  to  exceed  $54.000.000  in  fees  pursuant  to 
section  736  of  the  Federal  Food.  Drug,  and  Cosmetic  Act  may  be 
credited  to  this  appropriation  and  remain  available  until  expended 
in  accordance  with  section  736 fg)  of  such  Act:  Provided  That  this 
amount  may  be  adjusted  pursuant  to  section  736  (c^  of  that  Act: 
Provided  further.  That  fees  credited  to  the  appropriation  received 
during  fiscal  year  1994  shall  be  credited  to  the  appropriation 
current  in  the  year  in  which  the  fees  are  collected  and  subject  to 
the  fiscal  year  1994  limitation.  (Agriculture.  Rural  Development 
Food  and  Drug  Administration,  and  Related  Agencies  Appropriations 
Act.  1993.) 

Rental  Payments  (FDA) 
(Including  Transfers  of  Funds) 

For  payment  of  space  rental  and  related  costs  pursuant  to 
Public  Law  92-313  for  programs  and  activities  of  the  Food  and  Drug 
Administration  which  are  included  in  the  Act,  [$25,612,000] 
$48,575,000:  Provided,  That  in  the  event  the  Food  and  Drug 
Administration  should  require  modification  of  space  needs,  a  share 
of  the  salaries  and  expenses  appropriation  may  be  transferred  to 
this  appropriation,  or  a  share  of  this  appropriation  may  be 
transferred  to  the  salaries  and  expenses  appropriation,  but  such 
transfers  shall  not  exceed  10  per  centum  of  the  funds  made 
available  for  rental  payments  (FDA)  to  or  from  this  account. 
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Buildings  and  Facilities 

For  plans,  construction,  repair,  improvement,  extension, 
alteration,  and  purchase  of  fixed  equipment  or  facilities  of  or 
used  by  the  Food  and  Drug  Administration,  where  not  otherwise 
provided,  $8,350,000  to  remain  available  until  expended  (7  U.S.C. 
2209b) :  Provided,  That  the  Food  and  Drug  Administration  may  accept 
donated  land  in  Montgomery  and/ or  Prince  George's  Counties, 
Maryland.  (Agriculture,  Rural  Development,  Food  and  Drug 
Administration,  and  Related  Agencies  Appropriations  Act,  1993.) 


[FY  1993  SUPPLEMENTAL] 

FOOD  AND  DRUG  ADMINISTRATION 

Salaries  and  Expenses 

(Appropriations  language  now  requested,  existing  legislation) 

For  an  additional  amount  for  "Salaries  and  Expenses"  from  fees 
collected  pursuant  to  section  736  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act,  not  to  exceed  $36.000.000.  to  remain  available  until 
expended  in  accordance  with  section  736(g)  of  such  Act;  Provided. 
That  fees  derived  from  applications  received  during  fiscal  year 
1993  shall  be  credited  to  the  appropriation  current  in  the  year  in 
which  the  fees  are  collected  and  subject  to  the  FY  1993  limitation. 

For  an  additional  amount  for  carrying  out  the  Mammography 
Quality  Standards  Act.  $3.000.000  of  which  $1.000.000  shall  be 
transferred  from  the  Centers  for  Disease  Control  and  Prevention. 
$1.000.000  shall  be  transferred  from  the  National  Institutes  of 
Health  "National  Cancer  Institute."  and  $1.000.000  shall  be 
transferred  from  Health  Care  Financing  Administration  "Program 
Management . " 


[FY  1994  INVESTMENT] 

In  addition  to  amounts  already  available  under  this  heading  and 
subject  to  the  same  terms  and  conditions;  $64.600.000. 
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STATEMENT  OF  PURPOSE 

The  Food  and  Drug  Administration  (FDA)  is  the  principal  consumer 
protection  agency  of  the  Federal  Government.  FDA's  goal  is  to  see 
that  consumer  confidence  is  warranted  by  ensuring  industry's 
compliance  with  Federal  laws  regulating  products  in  commerce. 

The  laws  that  provide  FDA's  authority  are  intended  to  ensure  that: 
(1)  food  is  safe  and  wholesome;  (2)  drugs  (both  human  and 
veterinary) ,  biological  products  (e.g. ,  vaccines  and  blood  for 
transfusion) ,  and  medical  devices  are  safe  and  effective;  (3) 
cosmetics  are  unadulterated;  (4)  the  use  of  radiological  products 
does  not  result  in  unnecessary  exposure  to  radiation;  and  (5)  all 
of  these  products  are  honestly  and  informatively  labeled. 

The  major  operations  of  the  Food  and  Drug  Administration  reflect 
the  strategies  inherent  in  the  laws  the  Agency  enforces.  These 
strategies  are  (1)  to  identify  health  problems  associated  with  FDA- 
regulated  products  and  assess  their  origin  and  impact;  (2)  to  grant 
pre-market  approval  only  to  products  meeting  legal  and  regulatory 
standards;  (3)  to  make  every  effort  to  prevent  problems  which  would 
expose  the  public  to  hazards;  (4)  to  monitor  the  marketplace  to 
ensure  compliance  with  the  laws  and  regulations;  (5)  to  correct 
problems  in  the  development  and  distribution  of  products;  and  (6) 
to  punish  violators  when  appropriate.  The  laws  enforced  by  FDA 
provide  the  legal  means  to  accomplish  these  goals. 

Pre-Market  Clearance 

The  law  requires  that  many  health-related  products  undergo  rigorous 
testing  before  being  offered  for  sale.  It  is  FDA's  job  to  review 
manufacturers'  testing  methods  and  test  results.  The  general 
nature  of  the  test  procedure  and  FDA's  review  is  prescribed  by  the 
statutes  but  varies  with  the  type  of  product  and  the  potential 
hazard  associated  with  it. 

For  most  of  the  products  it  regulates,  FDA  also  prescribes 
standards  for  research  laboratory  practices  and  for  manufacturing 
practices. 

Monitoring;   Inspections.  Investigations.  Surveillance 

The  law  recognizes  the  need  to  continuously  monitor  the  marketplace 
constantly.  The  statutes  provide  FDA  the  authority  to  inspect 
establishments,  examine  samples,  and  conduct  investigations  to 
ensure  that  product  quality  standards  are  being  met  at  every  stage 
of  the  commercial  system:  research  and  development,  production, 
storage,  and  distribution.  Many  potential  hazards  can  thus  be 
identified  and  corrected  in  time  to  prevent  or  minimize  public 
exposure.  FDA's  field  operations,  inspect  domestic  establishments 
and  analyzing  product  samples,  are  an  excellent  means  of  monitoring 
the  marketplace. 
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Compliance  Activities:   Correction  and  Penalties 

Firms  must  correct  problems  identified  by  FDA  inspectors.  Except 
when  a  violation  is  intentional  or  flagrant,  or  constitutes  a 
danger  to  health,  the  management  of  a  firm  is  given  the  opportunity 
to  correct  the  violation  voluntarily  before  FDA  pursues  regulatory 
action.  Less  severe  problems  can  sometimes  be  corrected  by 
"reconditioning"  the  product — for  example,  replacing  violative 
labeling  with  acceptable  labeling.  FDA  can  also  encourage  a 
company  to  recall  a  violative  product,  or  request  a  company  to 
modify  unsafe  manufacturing  processes.  If  necessary,  the  Agency 
can  cause  a  violative  product  to  be  destroyed,  and/or  broadcast 
public  warnings  about  it. 

The  law  acknowledges  that  it  is  sometimes  necessary  to  punish 
violators,  thereby  deterring  similar  occurrences  in  the  future. 
The  Act  provides  for  criminal  prosecution  that  can  lead  to  fines  or 
imprisonment.  A  Federal  court  can  also  order  seizure  of  a  product 
or  issue  an  injunction  forbidding  an  establishment's  operations  for 
some  period  of  time. 

Promulgation  of  Regulations 

Regulations  are  a  basic  tool  for  achieving  FDA's  goal  of  consumer 
protection.  FDA's  regulations  inform  the  affected  industries  and 
public  of  statutory  requirements  and  the  Agency's  procedures;  they 
interpret  the  law  and  spell  out  the  details  needed  to  implement  the 
general  provisions  in  the  statutes.  Regulations  also  describe  the 
approval  processes  for  many  individual  products  or  set  forth 
required  standards  of  product  composition  or  performance.  Most  FDA 
regulations  have  the  force  and  effect  of  law. 
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8I6NIFICAKT  ITEMS  IN  APPROPRIATIONS 
COMMITTEE  REPORTS 


Fiscal  1993  House  Report  No. 
102-617 


User  Fees 

"It  is  disappointing  that  the 
Department  of  Health  and  Human 
Services  and  the  Office  of 
Management  and  Budget  continue 
to  gimmick  the  budget  request 
for  FDA  by  assuming  collection 
of  user  fees.  Testimony  before 
the  Committee  indicates  that 
even  if  FDA  had  authority  for 
such  fees,  it  would  take  18  to 
24  months  to  develop  a  program 
to  begin  collection.  The 
assumption  of  user  fees  is  only 
a  shell  to  mask  budget 
problems , " 

Carraaeenan 

"The  Committee  urges  FDA  to 
respond  in  a  timely  manner  to 
the  petitions  related  to 
traditional  carrageenan  and  PNG 
carrageenan.  In  response  to 
questions  on  this  issue,  the 
agency  indicated  it  would 
publish  the  notice  for  these 
petitions  in  May  or  June.  The 
Committee  expects  the  FDA  to 
meet  its  schedule." 


Actions  Taken  or  to  be  Taken 


The  Administration  believes 
that  the  regulated  industries 
benefit  from  FDA  operations 
and,  therefore,  it  is  proposing 
that  they  share  in  FDA's  cost 
of  ensuring  the  safety  and 
effectiveness  of  regulated 
products. 


FDA  did  not  meet  its  original 
schedule  due  to  the 
extraordinary  workload 
necessary  to  implement  the 
Nutrition  Labeling  and 
Education  Act.  The  Agency  did 
publish  a  Federal  Register 
notice  on  November  2,  1992  that 
announced  the  filing  of  the  two 
food  additive  petitions  on 
carrageenan.  The  notice  also 
announced  the  receipt  of  one 
citizen  petition  and  requested 
comments  on  that  petition  by 
January  4,  1993.  In  response 
to  requests  for  extension  of 
the  comment  period,  the  Agency 
will  publish  a  notice  in  the 
Federal  Register  presenting  the 
Agency's  proposed  response  to 
the  three  petitions  and 
requesting  comments. 
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Drug  Applications 

"The  Committee  is  concerned  by 
reports  of  certain  inefficient 
and  excessive  enforcement 
actions  by  the  FDA,  coupled 
with  a  continuing  backlog  of 
pending  new  and  abbreviated  new 
drug  applications. 
Consequently,  it  is  the 
Committee's  intention  to  review 
the  efforts  undertaken  by  the 
FDA  to  deploy  enforcement 
resources  efficiently  and  to 
ensure  that  enforcement  actions 
are  fairly  applied  to  generic 
and  brand-name  competitors. 
The  Committee  is  also  aware  of 
the  continuing  NDA  and  ANDA 
backlog  and  expects  FDA  to 
enhance  its  efforts  to  reduce 
the  time  for  processing  these 
applications. 


FDA  always  has  acted  with  the 
utmost  sensitivity  for  fairness 
and  consistency  in  carrying 
out  its  regulatory 
responsibilities  . 
Unfortunately,  when  widespread 
irregularities  and 
misrepresentation  occur  in  a 
particular  segment  of  industry, 
(such  as  occurred  in  the 
generic  drug  industry) 
regulatory  activity  will  appear 
concentrated  on  that  segment. 
While  this  concentration  of 
effort  may  appear  to  be 
excessive  or  unfair  to  those 
involved,  it  is  meant  to  ensure 
that  marketed  drug  products  are 
both  safe  and  effective. 

FDA  has  made  significant 
improvements  in  the  drug 
application  review  process, 
including  the  establishment  of 
an  Approvals  Tracking  Committee 
that  reviews  the  status  of 
applications  near  approval. 
Since  1990,  the  backlog  of 
pending  applications  has 
decreased  from  1,200  to  431; 


the  number  of 
over  180  days 
from  600  to  4  5; 
of    pending 


ANDAs  pending 
has  decreased 
and  the  number 
chemistry 


supplementals  has  dropped  from 
3,200  to  794.   [January,  1993] 
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Fiscal  1993  Senate  Report 
No.  102-334 

User  Fees 


"The  Committee  concurs  with  the 
House  in  expecting  the 
Department  of  Health  and  Human 
Services  to  present  credible 
appropriations  requests  in  the 
future  and  not  to  rely  on 
fictitious,  unauthorized,  user 
fees  for  FDA  as  a  means  to 
offset  other  departmental 
needs.  The  Committee  directs 
that  future  budget  proposals  be 
based  on  current  law. 


The  Administration  believes 
that  the  regulated  industries 
benefit  from  FDA  operations 
and,  therefore,  it  is 
proposing  that  they  share  in 
FDA's  cost  of  ensuring  the 
safety  and  effectiveness  of 
regulated  products. 


Scleroderma 

"The  Committee  requests  FDA  to 
consider  allowing  limited 
utilization  of  photopheresis 
for  the  treatment  of 
scleroderma  while  reconsidering 
the  therapy  under  the 
accelerated  approval 
initiative. " 


Negotiations  are  underway  with 
the  sponsors  to  develop  an 
adequate  and  well  controlled 
clinical  trial  design  for  an 
IND  submission.  This  will 
provide  evaluatable  data  for 
the  anticipated  NDA.  We  have 
discussed  the  IND  with  the 
Arthritis  Advisory  Committee. 
Once  the  protocol  agreement  is 
reached,  the  sponsor  and  the 
appropriate  Agency  review 
division  will  work  together  to 
develop  a  timeline  for  review. 
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Nutrition  Labeling 

"The  Nutrition  Labeling  and 
Education  Act  requires 
mandatory  nutrition  labeling  of 
all  processed  foods... .the  FDA 
should  seek  to  ensure  that  the 
Federal  Government,  while 
accomplishing  the  mandate  of 
the  NLEA,  does  not  impede  the 
ability  of  small  businesses  to 
compete  in  the  marketplace. 


Aquaculture 

"The  Committee  requests  that 
FDA  consider  the  request  of  the 
National  Fisheries  Institute  to 
create  a  position  that  would 
act  as  a  liaison  between  the 
aquaculture  industry  and  FDA  in 
the  approval  process  of 
industry-sponsored 
investigational  new  animal  drug 
exemptions. 


FDA  believes  there  is  merit  to 
the  concerns  of  the  small 
business  community.  To  gain 
better  information  on  their 
concerns,  FDA  participated  with 
USDA  in  a  series  of  public 
forums  in  May  1992  to  discuss 
small  business  issues.  Many 
comments  and  questions  were 
addressed  both  at  the  forums 
and  in  written  communications. 
However,  with  the  publication 
of  final  rules  on  January  6, 
1993,  the  Agency  is  constrained 
by  the  requirements  of  Section 
403  (q)  (5)  (D)  of  the  Act  which 
sets  the  standard  for 
businesses  that  are  exempt  from 
coverage  by  the  statute. 


With  support  from  FDA's  Center 
for  Veterinary  Medicine  (CVM) , 
Dr.  Hank  Parker,  Director  of 
the  USDA  Office  of  Aquaculture, 
appointed  Dr.  Robert  K.  Ringer 
to  be  National  Coordinator  for 
Aquaculture  for  Investigational 
New  Animal  Drugs,  effective 
October  1,  1992.  Dr.  Ringer  is 
located  at  the  North  Central 
Aquaculture  Center,  Michigan 
State  University  at  East 
Lansing.  Dr.  Ringer  will 
coordinate  investigational  new 
animal  drug  activities  with  a 
number  of  organizations 
including  USDA,  FDA,  and  the 
Aquaculture  Industry  Advisory 
Council. 
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"The  Committee  is  concerned 
about  reports  of  the 
importation  of  contaminated 
processed  mushrooms  and  the 
risk  this  situation  creates  for 
the  consumer.  The  Committee 
expects  FDA  to  increase  its 
monitoring  of  these  imported 
products  to  protect  the  health 
and  safety  of  the  consumer  and 
the  U.S.  mushroom  industry. 
The  Committee  is  also  aware  of 
research  on  the  growth  and 
enterotoxin  production  by 
staphyloccus  aurues  in 
mushrooms  and  encourages  FDA, 
within  existing  funds,  to 
continue  to  make  progress  on 
this  contract  through  an 
outside  contractor. 


FDA  has  responded  to  the 
problem  of  staphylococcal 
enterotoxin  (SET)  in  Chinese 
mushrooms  by  automatically 
detaining  all  shipments  of 
these  products.  We  are  then 
allowing,  on  a  lot-by-lot  basis 
(similar  to  what  we  do  for  U.S. 
firms  under  emergency  permits)  , 
mushrooms  from  selected 
factories  to  enter  the  United 
States.  FDA  has  made 
additional  inspections  of  most 
firms  shipping  mushrooms  into 
the  United  States.  In  1991, 
inspections  were  done  at  most 
of  the  factories  to  confirm 
that  documentation  received 
from  the  factories' 
processing  consultants  was 
accurate.  FDA  has  continued  to 
work  with  processing 
consultants  employed  by  the 
Chinese  firms  to  discuss  SET 
and  processed  mushrooms.  We 
also  continue  to  meet 
periodically  with  the  American 
Mushroom  Institute  on  this 
issue.  Since  FDA  initiated 
lot-by-lot  releases,  one  SET 
positive  has  been  identified 
from  a  lot  entered  into  Canada. 
Lot-by-lot  releases  from  that 
factory  were  stopped  when  the 
SET  was  found.  A  SET  foodborne 
outbreak  stopped  releases  of 
mushrooms  from  another  factory. 
We  believe  these  measures 
adequately  protect  the  health 
of  the  American  consumer. 


Due  to  competing  priorities  for 
budget  resources,  FDA  has  not 
funded  research  on  growth  and 
enterotoxin  formation  by 
staphylococcus  aureus. 
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Pesticide  Residue 


"The  Committee  encourages  FDA 
to  continue  to  work  closely 
with  USDA / Agr i cu 1 1 ur a  1 
Marketing  Service  and  the 
Animal  and  Plant  Health 
Inspection  Service  to  implement 
provisions  of  the  National 
Laboratory  Accredition  Program 
for  pesticide  residues.  FDA, 
in  cooperation  with  AMS,  is 
expected  to  develop  necessary 
accreditation  guidelines  for 
private  laboratories 
participating  in  the  program. 
In  addition,  these  agencies 
should  continue  to  work  with 
the  APHIS  laboratory  in 
Gulf port,  MS,  to  enhance  its 
capabilities/  facilities  to 
enable  it  to  serve  as  a  primary 
quality  assurance  laboratory 
for  the  accreditation  program. 

Enforcement  Funding 

"The  Committee  shares  the 
concern  of  the  House  about 
reports  of  certain  inefficient 
and  excessive  enforcement 
actions  by  the  FDA  coupled  with 
a  continuing  backlog  of  pending 
new  and  abbreviated  new  drug 
applications.  In  considering 
future  requests  for  enforcement 
funding,  the  Committee  intends 
to  review  FDA's  efforts  to 
eliminate  the  backlog  and  to 
achieve  compliance  with  this 
statutory  requirement  for 
generic  and  brand-name  drugs. 
The  FDA  is  expected  to  apply 
its  regulatory  standards 
uniformly  and  consistently. 


FDA  continues  to  collaborate 
with  AMS,  FSIS,  APHIS,  and  EPA 
to  design  and  implement  the 
National  Laboratory 
Accreditation  Program  (NLAP) . 
APHIS  has  purchased  equipment 
to  enhance  its  ability  to  serve 
as  the  primary  quality 
assurance  laboratory  for  the 
NLAP.  The  Advanced  Notice  of 
Proposed  Rulemaking,  jointly 
prepared  and  published  in  the 
Federal  Register  on  November 
20,  1992,  described  the  purpose 
of  the  Program  and  requested 
comments  by  January  19,  1993 
from  laboratories  interested  in 
participation.  We  anticipate 
distribution  of  the  first  draft 
guidelines  in  the  third  quarter 
of  FY  1993. 


FDA  always  has  acted  with  the 
utmost  sensitivity  for  fairness 
and  consistency  in  carrying 
out  its  regulatory 
responsibilities. 
Unfortunately,  when  widespread 
irregularities  and 
misrepresentation  occur  in  a 
particular  segment  of  industry, 
(such  as  the  generic  drug 
industry)  regulatory  activities 
will  appear  to  be  concentrated 
on  that  segment.  While  this 
concentration  of  effort  may 
appear  to  be  excessive  or 
unfair  to  those  involved,  it  is 
done  to  protect  the  public 
health. 
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Conunon 


and 


usual 


name 


regulations 


"The  Committee  urges  FDA  to  act 
in  a  timely  manner  to  the 
petition  related  to  enforcement 
of  common  and  usual  name 
regulations  (21  CFR  102.5)  for 
coffee  labeled  as  "Kona 
Coffee."  By  its  own 
regulations,  the  Agency  is 
required  to  act  on  such 
petitions  within  180  days  of 
the  filing  of  the  petition. 
The  Committee  expects  the  FDA 
to  comply  with  this  schedule  in 
an  active  way." 


Action  has  been  delayed  on  the 
petition  for  coffee  labeled  as 
"Kona  Coffee"  due  to  other 
priorities  such  as  the 
Nutrition  Labeling  and 
Education  Act  (NLEA) .  The 
Agency  is  required  to  respond 
to  such  petitions  within  180 
days  of  the  filing  and  has 
notified  the  petitioner  of  the 
delay.  The  Agency  has 
published  all  final  NLEA 
regulations  and  now  will 
complete  action  on  the  petition 
related  to  common  or  usual  name 
regulations  for  coffee  labeled 
as  "Kona  Coffee"  by  September 
30,  1993. 
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"The  Committee  supports  FDA's 
actions  to  assist  women  who 
have  questions  regarding  the 
safety  of  silicone  gel  breast 
implants.  The  agency  is  urged 
to  continue  the  breast  implant 
telephone  information  service 
with  an  appropriate  number  of 
information  specialists  to 
address  these  questions 
promptly  as  they  are  received, 
in  lieu  of  an  answering 
service.  Further,  information 
and  material  should  be  provided 
to  callers  in  a  timely  manner. 
In  addition,  the  Committee 
urges  FDA  to  establish  the  open 
protocols  for  breast  implants 
as  soon  as  possible. 


The  Breast  Implant  Hotline  was 
established  in  February  1992. 
The  expected  deluge  of  calls 
from  concerned  women  occurred, 
with  approximately  10,000  calls 
in  the  first  week.  To  handle 
this  effort,  FDA  required  the 
assistance  of  an  outside 
contractor  until  the  end  of  May 
1992.  By  that  time,  over 
35,000  calls  had  been  answered. 
Subsequently,  the  number  of 
calls  dwindled  to  approximately 
3  00  per  week,  and  FDA  chose  to 
go  from  a  live,  contract 
answering  service  to  an 
automated  answering  system. 
Under  this  system,  callers  are 
sent  printed  material 
containing  both  general  and 
specific  information  in 
response  to  their  questions. 
Since  inception  of  the 
automated  service,  the  number 
of  calls  has  not  increased  to  a 
level  that  would  support  the 
re-establishment  of  a  live 
answering  service. 


The  purpose  of  the  Stage  2, 
open  availability  protocols  for 
silicone  gel-filled  breast 
implants  is  to  gather 
additional  safety  and 
effectiveness  information  while 
allowing  women  who  need 
reconstruction  to  have  access 
to  these  devices.  On  July  2, 
1992,  FDA  approved  the  Stage  2 
research  protocols  for  studying 
silicone  gel-filled  breast 
implants  submitted  by  Mentor 
Corporation.  Women  are  now 
enrolling  in  their  studies.  At 
this  time.  Mentor  is  the  only 
firm  with  approved  Stage  2 
protocols.  Mentor's  studies 
will  attempt  to  find  answers  to 
questions  about  rate  of 
rupture,    infection,    and 
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Construction 


contracture.  Participants  will 
be  watched  closely  by  their 
doctors  after  surgery  and  will 
be  required  to  have  periodic 
checkups  for  five  years. 


"The  Committee  supports  the 
construction  of  modern 
consolidated  facilites  for  FDA 
as  authorized  in  the  Food  and 
Drug  Revitalization  Act  of 
1990,  and  notes  that  funds  for 
this  activity  were  provided  in 
another  appropriations  act  in 
1992.  Although  budget 
constraints  have  not  made  it 
possible  to  include  funding  for 
this  project  in  this  bill,  the 
Committee  encourages  the 
administraion  to  move  forward 
on  consolidated  facilities  for 
FDA  and  to  submit  a  budget 
request  accordingly. 


Funds  have  already  bee 
appropriated  for  this  purpose 
and  it  is  our  understanding 
that  additional  incremental 
funding  will  be  requested. 
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DESCRIPTION  OF  FIELD  ACTIVITIES 

FDA's  field  workforce,  which  comprises  nearly  40  percent  of  FDA's 
total  staffing,  perforins  inspections,  sample  collections  and 
analyses,  and  initiates  enforcement  actions.  In  addition  to 
conducting  regular  surveillance  over  regulated  products,  this 
workforce  also  serves  a  critical  response  function  when  the  Agency 
must  respond  to  crises  by  immediately  mobilizing  to  investigate 
reports  of  product  problems  and  tampering  incidents.  The  field  is 
involved  in  informing  businesses  and  consumers  about  FDA-related 
topics,  and  in  working  with  State  and  local  agencies  to  develop 
programs  that  make  the  best  use  of  Federal,  State,  and  local 
resources  in  protecting  the  public  health.  The  field  workforce  is 
also  screens,  examines,  and  collects  samples  from  all  regulated 
products  imported  into  the  U.S. 

FDA's  field  force  conducts  investigational  and  laboratory  functions 
for  all  of  FDA's  major  product  areas--Foods,  Human  Drugs, 
Biologies,  Animal  Drugs  and  Feeds,  and  Medical  Devices  and 
Radiological  Products.  With  a  highly-trained  staff  versed  in  all 
of  FDA's  product  responsibilities,  the  Agency  can  respond  rapidly 
to  various  types  of  emergencies,  and  can  also  redirect  field 
efforts  from  time  to  time  during  the  year  among  FDA's  different 
programs,  as  inspection  and  product  testing  needs  change. 

To  complement  the  regular  field  force  the  Office  of  Criminal 
Investigations  was  established  during  FY  1992  as  part  of  our 
efforts  to  more  effectively  investigate  instances  of  criminal 
activity  in  the  regulated  industries.  The  agents  have  been  given 
intensive  training  at  the  Federal  Law  Enforcement  Training  Center 
in  Glevco,  Georgia.  They  will  be  located  in  six  field  offices 
located  in  Baltimore,  Chicago,  Newark,  Kansas  City,  Miami,  and  San 
Diego. 

Field  facilities  include  Regional  Offices,  District  Offices,  and 
laboratories,  and  resident  posts.  The  six  Regional  Offices  are 
staff  offices  which  coordinate  FDA  activities,  and  also  coordinate 
with  state  authorities.  The  21  District  Offices  serve  as  offices 
for  investigators  and  compliance  action  staff,  and  are  the  main 
control  point  for  day-to-day  operations  in  their  assigned  areas. 
The  18  District  Laboratories  provide  FDA's  basic  field  product 
testing  capability.  In  addition,  a  number  of  these  laboratories 
serve  as  specialized  facilities  for  certain  important  types  of 
testing  and  research. 

In  addition  to  these  facilities,  FDA  maintains  over  130  resident 
posts  distributed  widely  throughout  the  nation.  These  are  smaller 
offices  which  serve  primarily  as  a  base  for  investigators,  so  that 
FDA  can  have  investigative  staff  widely  dispersed  to  respond  to 
emergencies,  as  well  as  to  save  inspectional  travel  costs  and  time. 
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with  all  of  these  Field  facilities  combined,  FDA  maintains  offices 
and  staff  in  49  of  the  States,  and  in  the  District  of  Columbia  and 
Puerto  Rico.   (List  of  FDA  facilities  follows.) 

GEOGRAPHICAL  DISTRIBUTION  OF  FOA  FACILITIES 


Location 
Washington,  D.C.  area; 
Rockville,  MD 


Washington,  D.C. 


Bethesda,  MD 
Rockville,  MD 
Beltsville,  MD 


Activities 

FDA  Headquarters  and  headquarters 

operations  of  the  Drugs,  Devices  & 

Radiological  Products  programs,  and 

Device  &  Radiological  laboratories 

Foods  program  headquarters  and 

laboratories 

Human  Drugs  and  Biologies  laboratories 

Medical  Device  program  offices 

Foods  and  Veterinary  Medical  research 

facilities 


Field  Operations  Facil 
Stoneham,  MA 
Brooklyn,  NY 

Buffalo,  NY 
San  Juan,  PR 
West  Orange,  NJ 
Philadelphia,  PA 

Baltimore,  MD 
Nashville,  TN 
Orlando,  FL 
Atlanta,  GA 

Chicago,  XL 

Cincinnati,  OH 

Detroit,  MI 

Minneapolis,  MN 
Dallas/Houston,  TX 
New  Orleans,  LA 
Kansas  City,  MO 
Denver,  CO 


ities: 

District  Office 

Regional  Office,  Regional  laboratory  and 

District  Office 

District  Office  and  laboratory 

District  Office  and  laboratory 

District  Office 

Regional  Office,  District  Office  and 

laboratory 

District  Office  and  laboratory 

District  Office 

District  Office 

Regional  Office,  Regional  laboratory, 

and  District  Office 

Regional  Office,  District  Office  and 

laboratory 

District  Office  and  laboratory  and 

National  Forensic  Chemistry  Center 

(elemental  analysis) 

District  Office  and  laboratory  (special 

emphasis  in  pesticide  and  industrial 

chemical  testing) 

District  Office  and  laboratory  (special 

emphasis  in  microbiological  testing) 

Regional  Office,  District  Office,  and 

laboratory 

District  Office  and  laboratory  (special 

emphasis  in  natural  toxins  testing) 

District  Office  and  laboratory  (special 

emphasis  in  total  diet  analysis) 

District  Office  and  laboratory  (special 

emphasis  in  animal  drug  residue  testing) 
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Location 

San  Francisco,  CA 

Los  Angeles,  CA 
Seattle,  WA 


Activities 

Regional  Office,  District  Office,  and 

laboratory 

District  Office  and  laboratory 

District  Office  and  laboratory  (special 

emphasis  in  seafood  products  testing) 


Other  Specialized  facilities: 


Jefferson,  AR 

Cincinnati,  OH 

St.  Louis,  MO 

Dauphin  Island,  AL 
North  Kingstown,  RI 

Winchester,  MA 


National  Center  for  Toxicological 

Research 

Foods  research  laboratory  in  food 

technology  and  microbiology  (CFSAN) 

Specialized  human  drug  product  testing 

laboratory  (CDER) 

Fishery  research  (CFSAN) 

Specialized  facility  for  shellfish  field 

surveys  (CFSAN) 

Winchester  Engineering  and  Analytical 

Center  (testing  of  medical  devices  and 

radiological  products)  -  also  provides 

general  laboratory  services  to  Stoneham, 

MA  District  Office 
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TOTAL  RESOURCES  AVAILABLE 


1992  Actual 

1993  Estimate 

1994  Estimate 

$000 

FTE 

$000 

FTE 

$000 

FTE 

Salaries  and  Expenses  1/ 

$725,897 

8.792 

$792,035 

8.694 

$867,339 

8,539 

GSA  Rental  Payments 

25,612 

25,612 

48,575 

Buildings  and 

Facilities 

10,321 



37,949 



8,350 



CRADAS  2/ 

143 



331 



341 



Contingency  Fund 

351 

3,682 

Advances  and 

Reimbursements  3/ 

11,845 

32 

48,944 

44 

266,918 

38 

Subtotal 

$774,169 

8,824 

$908,553 

8,738 

$1,191,523 

8,577 

Less  PDUFA 

(36,000) 

(54,000) 

Less  User  Fees: 









(200,000) 



Total  Obiig  Auth: 

$774,169 

8,824 

$872,553 

8,738 

$937,523 

8,577 

Parklawn  Computer 

Center  4/ 



116 



120 



120 

Revolving  Fund  for 

Certilication  and 

Other  Services  5/ 

3,681 

44 

3.868 

45 

4,026 

15 

TOTAL 

$777,850 

8,984 

5876,421 

8,903 

$741,549 

8,742 

1/  FY  1993  includes  37,000,000  for  vaccines  to  be  transferred  from  OASH;  $36,000,000 
in  FY  1993  for  Prescription  Drug  User  Fee  Act.  and  FY  1994  includes  $54,000,000 
for  Prescription  Drug  User  Fee  Act 

2/  Reflects  funds  under  the  existing  Cooperative  Research  and  Development  Agreements. 
These  funds  will  be  used  m  accordance  with  the  Federal  Technology  Transfer  Act 
of  1986  (PL  99-502)  and  the  Delegation  of  Authority  of  February  4,  1988.  from  the 
Assistant  Secretary  for  Health  to  the  PHS  agency  heads 

3/  1993  Estimates  includes  536.000.000  for  the  Prescription  Drug  User  Fee  Act 
1994  includes  $200,000,000  from  proposed  user  fee  charges. 

4/  Personnel  within  the  Parklawn  Computer  Center  are  administratively  assigned  to  FDA. 
However,  the  Center  is  financed  through  a  revolving  fund  which  is  supported  entirely 
by  charges  for  services  to  the  agencies  using  the  Center. 

5/  FDA  certifies  batches  of  insulin  and  of  color  additives  used  in  foods,  drugs,  medical 
devices,  and  cosmetics    These  services  are  financed  wholly  from  fees  paid  by  the 
industries  affected 

94Congr\Totres 


26 


229 

AUTHORIZING  LEGISLATION 
(Dollars  in  thousands) 


1993 
1992      1993     Current      1994 
Actual   Estimate   Estimate   Estimate 

Authorizing  Legislation 

Federal  Food,  Drug 

and  Cosmetic  Act        $686,092     $701,997   $747,647    $806,098 

Fair  Packaging  and 

Labeling  Act  120         130       130        135 

Import  Milk  Act  5  7         7  7 

Import  Tea  Act  200         200       200        200 

Public  Health 

Service  Act  75.962       77.713     78.013     117.824 

TOTAL:  $762,374     $780,047   $825,997    $924,264 
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Budget  Authority  by  Object  Class 
(in  thousands  of  dollars) 


1 1.1  Full-time  permanent 

11.3  Other  than  full-time  perm 

11.5  Other  personnel  comp 

1 1 .8  Special  personal  svcs  pay 


1992 

Actual 

1993 
Appro. 

1993 

Current 
Estimate 

1994 
Estimate 

Increase 

or 
Decrease 

$351,005 

23,934 

14,991 

433 

$371,200 

25,311 

15,853 

458 

$371,200 

25,311 

15,853 

458 

$371,200 

25,311 

15.853 

458 

0 
0 
0 
0 

1 1 .9   Total  personnel  comp 


$390,363     $412,822     $412,822     $412,822 


$0 


12.1  Civilian  prsnl  benefits  79,647  84,227  84,227  84,227  0 

13.0  Benefits  former  personnel  17  4  4  4  0 

21.0  Travel  &  transp  of  person  19,846  20,460  20,735  21,382  922 

22.0  Transportation  of  things  1,524  1,544  2,319  2,488  944 

23.1  Rent  payments  to  GSA  25,612  25,612  25,612  48,575  22.963 

23.2  Rent  payments  to  others  4,342  4,636  6,236  8,118  3.482 

23.3  Communications,  utilities 

&  miscellaneous  charges  23,753  24,575  25,025  25,882  1,307 

24.0  Printing  &  reproduction  3,512  3,339  3,789  4,226  887 

25.1  Consulting  Services  5,551  5,553  5,553  5,481  (72) 
25.0  Other  services  119,539  115,889  152,364  145,856  29,967 
26.0  Supplies  &  materials  21 ,591  20,628  21,528  22,049  1,421 
31.0  Equipment  42,728  39,223  44,298  55,486  16,263 
32.0  Land  &  structure  8,024  7,300  7,300  7.300  0 
41.0  Grants,  subsidies,  and 

contributions  14,403  12,847  12,847  78,994  66,147 

42.0  Ins  Claims  &  indemnities  1,378  1.338  1,338  1,374  36 


99.0     Subtotal 

Less  PDUFA 
Less  User  Fees 
Subtotal  Direct 
Contingency  Fund 
CRADAS 
Total  Direct 
99.0   Reimbursable  obligations 
Carry  Over; 
CRADAS 

Buildings  &  Facilities 
99.9   Total  obligations 


$761,830    $779,997 


$761,830 

351 

143 

$762,324 

11,845 


$774,169 


$779,997 

3,682 

88 

$783,767 

12,944 

243 

29,599 

$826,553 


$825,997 
(36,000) 

$789,997 

3682 

88 

$793,767 

48,944 

243 

29,599 

$872,553 


$924,264 
(54,000) 
(200,000) 
$670,264 

341 

$670,605 

266,918 


$144,267 


$144,267 


$144,267 


$937,523       $144,267 


1/  Represents  difference  between  1993  Appropriation  and  1994  Estimate  column. 
94CONGR/OC94C 
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ADMINISTRATIVE  COSTS 
SALARIES  AND  EXPENSES 
Budget  Authority 


Change 


11.1  Full-time  permanent 

11.3  Other  than  full-time  perm 

1 1 .5  Other  personnel  comp 

1 1 .8  Special  personal  svcs  pay 

11.9  Total  personnel  comp 

12.1  Civilian  prsnl  benefits 
13.0  Benefits  former  personnel 

21.0  Travel  &  transp  of  person  20,735  21,382  647 

22.0  Transportation  of  things  2,319  2,488  169 

23.2  Rent  payments  to  others  6,236  8,118  1,882 

23.3  Communications,  utilities 

&  miscellaneous  charges  25.025  25,882  857 

24.0  Printing  &  reproduction  3,789  4,226  437 

25.1  Consulting  Services  5553  5481  (72) 
25.0  Other  services  119,279  112,601  (6,678) 
26.0  Supplies  &  materials                            21,528              22,049                   521 

Total  $701,517  $699,280  (52,237) 


94CONGR/OC94C 


1993 

1994 

Estimate 

Estimate 

$371,200 

$371,200 

25,311 

25,311 

15.853 

15.853 

458 

458 

$412,822 

S412.822 

84,227 

84,227 

4 

4 

20,735 

21,382 

2,319 

2,488 

6,236 

8,118 

25,025 

25,882 

3,789 

4,226 

5553 

5481 

119,279 

112,601 

21,528 

22,049 

$701,517 

$699,280 
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FOOD  AND  DRUG  ADMINISTRATION 
DETAIL  OF  FTE 


Full-time  equivalent  employment 

Non-Celling  FTE 

Full-time  equivalent  of 
overtime  &  holiday  hrs. 

Average  SES  Salary  * 

Average  GS  grade 

Average  GS  salary  * 


1993  Increase 

1993  Current  1994           or 

Approp  Estimate  Estimate     Decrease 

8,792  8,694  8.539     (155) 

110  100  90      (10) 

119  119  119 

S103,943  S103,943  $104,899            S956 

11  11  11 

S39,966  541,958 


*  These  figures  do  NOT  include  benefits 


FIVE  YEAR  HISTORY  OF  AVERAGE  GRADE 


YEAR 

GRADE 

FY  1989 

1033 

FY  1990 

1022 

FY  1991 

10.34 

FY  1992 

10.52 

FY  1993 

10.63 

94CONGR\DETAILFTE 
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DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 
PUBLIC  HEALTH  ADMINISTRATION 
FOOD  AND  DRUG  ADMINISTRATION 
AMOUNTS  AVAILABLE  FOR  OBLIGATION 

(Dollars  in  thousands) 


1993 
1992  1993      Current  1994 

Actual       ApproD.      Estimate     Estimate 


Appropriation: 

Annual 

$759,924 

$779,997 

$779,997 

$859,960 

Reappropriation 

3,000 

Transfer 

7,000 

Supplemental 

36,000 

Administrative  Reductions 

(296) 

Investment  initiatives 

64.600 

Subtotal  adjusted 

appropriation 

S759.924 

5779,997 

$825,997 

$924,264 

Offsetting  collections 

from: 

CRADAS 

143 

88 

88 

341 

Non  Federal  Sources 

(36,000) 

(254,000) 

Contingency  fund 

351 

Buildings  &  Facilities 

4,025 

Unobligated  balance  start 

of  year 

(35,603) 

33,550 

33,550 

Unobligated  balance  end  of 

year 

33,550 

Unobligated  balance  lapsing 

(66) 

Reimbursable 

11,845 

12,918 

48,944 

266,918 

Total  Obligations 

$774,169 

$826,553 

$872,553 

$937,523 

94Congr\Oblig. 
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Budget 

Estimate 

House 

Year 

To  Conaress 

Allowance 

1985 

392,554,000 

394,262,000 

1986 

417,400,000 

418,258,000 

1987 

453,575,000 

3/ 

435, 167,000 

1988 

488,604,000 

4/ 

476,116,000 

1989 

507,456,000 

5/ 

502,381,000 

1990 

582,183,000 

2/ 

575,783,000 

1991 

680,420,000 

9/ 

680,420,000 

1992 

760,216,000 

11/ 

751,574,000 

1993 

782,650,000 

12/ 

769,747,000 

1994 

915,914,000 

14/ 

234 

TABLE  OF  ESTIMATES  AKD  APPROPRIATIONS 
(Salaries  and  Expenses  and  Rental  Payments  to  GSA  Appropriation) 

Senate 

Allowance  Appropriation  1/ 

398,144,000  409,694,000 

425,517,000  420,306,000  2/ 

436,430,000  436,430,000 

488,604,000  476,116,000 

494,755,000  507,456,000  6/ 

607,483,000  592,691,000  8/ 

687,264,000  682,131,000  10/ 

730,316,000  751,574,000 

769,747,000  817,647,000  13/ 

1/  Rental  Payments  to  GSA  (formerly  Standard  Level  User  Charges) 
included  in  final  Appropriations  each  year  are:  $18,942,000  in 
1983;  $22,164,000  in  1984;  $26,072,000  in  1985;  $25,888,000  in 
1986;  $24,627,000  in  1987;  and,  $25,612  in  1988,  1989,  1990, 
1991,  and  1992. 

2/    Includes  $18,073,000  which  was  subsequently  sequestered. 

2/  Includes  Amendments  of  $5,625,000  and  $25,800,000  proposed  to 
be  available  from  user  fees. 

4/  Includes  Amendments  of  $+8,880,000  for  AIDS,  $-2,357,000  for 
reduced  FERS  Agency  contribution  rate,  and  $33,800,000 
proposed  to  be  available  from  user  fees. 

5/  Includes  funding  of  $40,420,000  for  AIDS-related  work  which 
was  proposed  to  be  funded  in  the  AIDS  Research  and  Education 
Account. 

6/   Does  not  include  $5,000,000  added  in  the  Anti-Drug  Abuse  Act. 

2/  Includes  $56,941,000  which  was  included  in  the  proposed 
National  HIV  Program  account,  $13,900,000  requested  as  a 
supplemental  appropriation,  and  $100,000,000  proposed  to  be 
available  from  user  fees. 

8/    Includes  $7,092,000  which  was  subsequently  sequestered. 

9/    Includes  $157,175,000  proposed  to  be  available  from  user  fees. 

10/   Includes  $8,868  which  was  subsequently  sequestered. 

11/   Includes  $197,500,000  proposed  to  be  available  from  user  fees. 

12/  Includes  $200,000,000  proposed  to  be  available  from  user  fees, 
and  $25,612,000  requested  for  Rental  Payments  to  GSA. 

13/  Includes  $1,900,000  to  fund  a  clinical  pharmacology  pilot 
program;  and  a  $3 , 000, 000  supplemental  for  Mammography  Quality 
Standards  Act  to  be  reappropriated  from  HCFA,  NIH  and  CDC;  A 
$7,000,000  transfer  from  GASH  for  Vaccines;  and  $36,000,000 
for  the  Prescription  Drug  User  Fee  Act. 

14/  Includes  $54,000,000  for  the  Prescription  Drug  User  Fee  Act; 
$64,600,000  for  Investment  Initiatives;  $200,000,000  proposed 
to  be  available  from  User  Fees;  and  $48,575  for  rental 
payments  to  GSA  (an  increase  of  $22,963). 
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TABLE  OF  ESTIMATES  AND  APPROPRIATIONS 

(Buildings  and  Facilities  Appropriation) 


Budget 

Estimate 

House 

Senate 

Year 

To  Congress 

Allowance 

Allowance 

ADorooriation 

1985 

1,450,000 

1/ 

1,435,000 

1,450,000 

1,450,000 

1986 

1,450,000 

1/ 

1,450,000 

1,450,000 

1,441,000  2/ 

1987 

1,450,000 

1/ 

1,879,000 

1,879,000 

1,879,000 

1988 

1,450,000 

1/ 

1,450,000 

1,450,000 

1,450,000 

1989 

26,450,000 

1/ 

23,710,000 

25,736,000 

23,950,000 

1990 

1,450,000 

1/ 

6,950,000 

12,250,000 

8,350,000 

1991 

4,752,000 

1/ 

8,350,000 

10,850,000 

8,350,000 

1992 

10,000,000 

1/ 

10,400,000 

8,350,000 

8,350,000  2/ 

1993 

8,350,000 

8,350,000 

8,350,000 

8,350,000 

1994 

8,350,000 

4/ 

1/  Funding  of  facilities  projects  -  1984  through  1992  -  was 
included  in  the  Program  Expenses  request  but  appropriated  in 
this  account. 

2./  Appropriated  amount  includes  $62,000  which  was  subsequently 
sequestered. 

1/  Does  not  include  $200,000,000  provided  to  GSA  in  the  Treasury, 
Postal  Service,  General  Government  Appropriation  Act  of  1992 
for  consolidation  of  FDA  headquarters  facilities. 

4/  Does  not  include  funds  requested  by  GSA  for  consolidation  of 
FDA  headquarters  facilities. 
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spoo 

FTE 

$72,426  1 

,056 

17,173 

172 

35,919 

533 

5,700 

78 

2,443 

23 

19,568 

210 

19,688 

223 
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DISTRIBUTION   OF  RESOURCES 

"BUDGET   AUTHORITY  BY   ACTIVITY" 

1992  1993                                 1994 

SOOO  FTE  SOOO        FTE 

Fooda 

Foodborne  Biological  Hazards S  71,553  1,042  S  72,489  1,089 

Molecular  Biology  and  Natural 

Toxins:  Foods  and  Cosmetics 16,951  214  17,173    172 

Pesticides  and  Chemical 

Contaminants 35,455  525  35,919   533 

Diet/Toxicity  Interaction 5,646  68  5,720    94 

PostmarJcet  Surveillance  and 

Epidemiology:  Foods  and  Cosmetics   2,411  24  2,443    23 
Technical  Assistance:  Foods  and 

Cosmetics 19,315  266  19,568   210 

Food  and  Color  Additive  Petition 

Review  and  Policy  Development....   19,434  225  19,688   223 
Risk  Assessment  Research  and 

Policy  Development:  Foods  and 

Cosmetics 6,521  79  6,606    64      6,606     64 

Food  Composition,  Standards, 

Labeling,  and  Economics 24,373  288  24,692   259 

Cosmetics  and  Color  Technology....    4.645  62  4, 706    68 

TOTAL,  FOODS $206,304  2,793  $209,004  2,735 

Human  Drugs 

New  Drug  Evaluation $  47,165  716  S  76,381   724 

Orphan  Drugs 10,811  19  12,000    16 

Generic  Drug  Evaluation 41,670  426  42,724   426 

Over-the-counter  Drug  Evaluation..    6,386  81  6,548    71 

Biopharmaceutics 7,532  83  9,722    92 

Drug  Quality  Assurance 49,048  734  50,288   760 

Bioresearch  Monitoring 10,669  151  11,939   146 

Health  Fraud 4,591  64  4,707    55 

Postmarketing  Surveillance  and 

Epidemiology 5,945  74  6,095    84 

Prescription  Drug  Advertising 

and  Label ing 3,954  45  4.054  28 

TOTAL,  HUMAN  DRUGS $198,538  2,390  $224,458  2,402 

Biologies 

Blood  and  Blood  Products $45,812  474  $  50,504   510 

Viral  Products 26,384  248  38,974   242 

Bacterial  and  Allergenic  Products.   15,598  147  24,992    147 

Bioresearch  Monitoring 2 ,  737  29  3,  700    25 

TOTAL,  BIOLOGICS $90,531  898  $118,270   924 


24,692 

259 

4,706 

68 

$208,921 

2,686 

$  84,381 

724 

12,000 

16 

42,724 

426 

6,548 

71 

9,722 

92 

50,207 

727 

12,939 

146 

4,707 

55 

6,095 

84 

4,054 

28 

$233,377 

2,359 

>  52,104 

504 

58,174 

232 

39,343 

147 

5,250 

25 

$154,833 

908 
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1992  1993  1994 

SOOO  £T£      SOOO  FTE  SOOO  FTE 
Animal  Druoa  and  Feeds 

Pre-Approval  Evaluation $17,437  223  S  17,898  216   S  17,898  214 

Monitoring  of  Marketed  Drugs 

and  Feeds 21.563  283    22.134  277  22.118  270 

TOTAL,  ANIMAL  DRUGS  AND  FEEDS  S39,000  506  S  40,032  493  40,016  484 

Devicee  &  Rad.  Products 

Surveillance  &  Enforcement $57,480  812  $  59,269  780  $  71,255   770 

Product  Evaluation 32,921  449    36,945  427  40,945   420 

Education  and  Assistance 13,631  186    14,055  178  21,055   150 

Ri»)c  Aaaeasment 12.699  157    13.094  157  20.094   174 

TOTAL,  DEV.  &  RAD.  PRODUCTS..      $116,731  1,604  $123,363  1,542  $153,314  1,514 

National  Center  for  Toxicoloaical 
Research $31,097    239   $32,458    238   $32,445   234 

Prooraw  Management 43,696    362    44,450    360   44,433    354 

GSA  Rent 25,612    —    25,612    —    48,575    — 

Buildings  and  Facilities 10. 321    8.350    8.350    

TOTAL $761,830  8,792  $825,997  8,694  $924,264  8,539 

U         U  U         U 

1/  1993  Estimate  includes:   a)   $3,000,000  Supplemental   in  Devices  for 

Mammography  Quality  which  is  being  reappropriated  from  HICVA,  NIH  and  CDC; 
b)  $7,000,000  for  vaccines  to  be  transferred  from  OASH;  and  c)  $36,000,000 
from  Prescription  Drug  User  Fee  Act  of  1992. 

2/     Includes  a  reduction  of  98  FTE. 

3/  1994  Estimate  includes:  a)  $64,600,000  Investment  package  -  $34,600,000  in 
Biologies  for  vaccines  and  $30,000,000  in  Devices  -  $20,000,000  for  SMDA 
and  $10,000,000  for  Mammography  Quality;  b)  $54,000,000  for  the 
Prescription  Drug  User  Fee  Act;  and  c)  a  reduction  of  administrative 
expenses  from  our  1993  Appropriation  of  $296,000. 

4/     Includes  a  reduction  of  155  FTE. 
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RESOURCES  FOR  AIDS 

(Dollars  in  thousands) 

BY  FIWCTION 
Product  Evaluation,  Research  and  Monitoring: 


Functional  Categories 

Therapeutic  Agents 
Vaccines 
Diagnostic  Reagents 

and  Test  Kits 
Blood  &  Blood  Products   17,352 
Medical  Devices 

Total  FDA 


Increase 

1992  1993  1994  or 

Activity  Actual   Appropriation  Estimate   Decrease 

Drugs 

SOOO  523,908  S25,235  $25,235       

FTE  189  188  185  -3 

Biologies 

SOOO  39,718  37,408  37,408       

FTE  371  367  361  -6 

Devices 

SOOO  8,876  9,756  9,756       

FTE  107  105  103  -2 

TOTAL,  FDA 

SOOO  572,302  572,399  572,399       

FTE  667  660  649  -11 


Increase 

1992 

1993 

1994 

or 

Actual 

AoDropriat ion 

Estimate 

Decrease 

$24,583 

525,908 

525,908 



12,291 

11,398 

11,398 



S,400 

8,434 

8,434 



17,352 

16,903 

16,903 



8,676 

9,756 
572,399 

9,756 
572,399 



572,302 



BY  PROGRAM 
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FOODS 

Summary  of  Project  Estimates 
($000) 

1993   Increase        Increase 
1992       1993       Current     or    1994        or 
Actual  Appropriation  Estimate  Decrease  Estimate  Decrease 

($000)  $206,304       $209,004    $209,004     $208,921     -$83 

FTE        2,793  2,764       2,735     -38       2,686      -49 

EXPLANATION  OF  PROGRAM 

The  Food  and  Cosmetics  program  has  the  responsibility  for  assuring 
that  foods  and  cosmetics  are  safe,  wholesome,  sanitary,  and 
truthfully  labeled.  The  accomplishment  of  this  task  encompasses  a 
broad  range  of  compliance,  regulatory,  research,  petition  review, 
education,  and  technical  assistance  activities.  Below,  are  some  of 
the  strategies  and  activities  used  to  carry  out  this  mission. 

Through  contracts  with  states  to  conduct  inspections  within  their 
boundaries  and  through  other  cooperative  agreements  with  state 
governments,  local  governments,  and  industry,  FDA  is  able  to 
perform  periodic  inspections  of  domestic  food  processors  and 
warehouses  throughout  the  country.  These  inspections  look  for  and 
correct  safety  problems  or  unsanitary  conditions.  At  the  same 
time,  FDA  collects  and  analyzes  over  17,000  domestic  samples  yearly 
to  monitor  the  safety  of  the  domestic  food  supply.  When  violative 
practices  or  products  are  found,  FDA  uses  a  variety  of  enforcement 
techniques  including  warning  letters,  prosecutions,  recalls, 
seizures,  and  injunctions  to  correct  the  situation. 

FDA,  state  and  local  governments  working  together  implement 
cooperative  activities  like:  training,  evaluation,  technical 
assistance,  data  sharing,  model  code  development,  and  providing 
improved  analytical  methods  to  cover  over  500,000  restaurants  and 
institutional  food  service  outlets,  30,000  supermarkets,  200,000 
grocery  stores,  and  1,500,000  vending  sites  nationwide. 

About  9%  of  the  1.1  million  lots  of  food  imported  annually  into  the 
U.S.  are  subjected  to  FDA  wharf  examinations,  sample  collections 
and  analyses,  and  automatic  detentions.  When  violative  products 
are  found,  they  are  seized  or  detained  to  prevent  entry  into  the 
marketplace. 

FDA  receives  60  to  70  new  food  additive  petitions  a  year  for  pre- 
market  safety  evaluation. 
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Further,  a  targeted,  mission-oriented  research  program  in 
chemistry,  microbiology,  nutrition,  food  technology,  toxicology, 
and  consumer  studies  is  carried  out  by  the  Foods  program.  Among 
these  are: 

•  developing  new  or  improved  analytical  methods  to  detect 
and  quantify  food  residues,  contaminants,  or  components; 

•  determining  the  nutritional  composition  of  food; 

•  determining  the  effects  of  processing,  storage,  and 
preparation  on  nutrient  composition  and  carcinogen 
formation; 

•  determining  the  health  effects  of  food  contaminants  or 
dietary  factors; 

•  improving  risk  assessment  methodologies;  and, 

•  determining  consumer  practices,  knowledge,  and  attitudes. 


Program  Activity  Data 

1992        1993       1994 
Program  Output  Actual    Estimate  Estimate 

Food  and  Color  Additive 

Petitions 45         45         45 

Food  Safety  Inspections: 

FDA  Direct 

Federal /State  Contract 

Food  Econonics  Inspections.... 

Cosmetics  Inspections 

Nharf  Exiuninations  &  Import 

Sample  Collections 

Food  Safety  Samples  Analyzed 

Domestic 

I^>crt 

Food  Economics  Samples 

Analyzed 

Cosnetic  Samples  Analyzed 

avBTincxticm  or  ikcrsasbs  and  dbcreases 

Decrease: 

FDA's  Foods  Program  supports  the  President's  initiative  to  reduce 
the  deficit  by  cutting  Federal  employment  and  administrative  costs. 
Their  contribution  is  a  reduction  of  38  FTEs  (-1.8%)  in  FY  1993  and 
49  FTEs  (-1.9%)  in  FY  1994.  Additionally,  we  propose  reducing 
adBinistrative  costs  by  $83,000  in  FY  1994  from  our  FY  1993  level. 
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6,211 

7,000 

7,000 

7,794 

7,500 

7,500 

608 

300 

300 

578 

560 

560 

81,321 

85,000 

85,000 

18,512 

17,300 

17,300 

26,673 

28,000 

28,000 

4,303 

1,650 

1,650 

552 

650 

650 

241 

Distribution  of  FTEs  by  Project  Activity 


Food  and  Cosmetics; 

Foodborne  Biological  Hazards 

Molecular  Biology  &  Natural  Toxins: 
Foods  and  Cosmetics 

Pesticides  &  Chemical  Contaminants 

Diet/Toxicity  Interaction 

Postnarket  Surveillance  and  Epi- 
demiology: Food  and  Cosmetics.. 

Technical  Assistance:  Food  & 

Cosmetics 

Food  &  Color  Additive  Petition. . . 

Risk  Assessment  Research  and  Policy 
Development:  Food  and  Cosmetics. 

Food  Composition,  Standards, 

Labeling,  &  Economics 

Cosmetics  &  Color  Technology 

TOTAL,  FOODS 2,793        2,735     2,686 


1992 

1993 

1994 

Actual 

Estimate 

Estimate 

1,042 

1,089 

1,056 

214 

172 

172 

525 

533 

533 

68 

94 

78 

24 

23 

23 

266 

210 

210 

225 

223 

223 

79 

64 

64 

288 

259 

259 

62 

68 

68 
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Human  Drugs 

Sunmaxy  of  Project  Estimates 
($000) 

1993   Increase        Increase 
1992       1993       Current     or    1994        or 
Actual  Appropriation  Estimate  Decrease  pstjmate  Decrease 

($000)  $198,538  $205,458  $224,458  +$19,000  $233,377  +$8,919 
FTE       2,390  2,416       2,402       -14     2,359      -43 

AIDS 
(non-add) 

($000) ($23,908)      ($25,235)   ($25,235)     ($25,235) 

FTES       (189)  (189)       (188)      -1       (185)       -3 

EXPLANATION  OF  PROGRAM 

The  Food  and  Drug  Administration  (FDA)  has  responsibility  for  the 
regulation  of  drug  products  intended  for  the  use  in  the  prevention, 
diagnosis,  and  treatment  of  diseases  in  humans.  These  products  are 
essential  elements  of  the  health  care  delivery  system  of  this 
country.  Accordingly,  the  availability  of  a  reliable  supply  of 
safe  and  effective  drug  products  is  of  great  importance  to  the 
public  health.  To  carry  out  this  responsibility,  the  Human  Drugs 
progreun  ensures  that  regulated  products  are  safe,  effective,  and 
properly  labeled  for  their  intended  uses  in  the  prevention, 
diagnosis,  and  treatment  of  diseases,  and  that  clinical  research  on 
investigational  drugs  adequately  protects  the  rights  of  human 
subjects.  Major  objectives  in  support  of  these  activities  are  to 
(1)  review  and  approve  only  those  drug  products  that  are  evaluated 
as  safe  and  effective  under  the  regulations;  (2)  monitor  the  safety 
of  drugs  through  programs  such  as  the  adverse  drug  reaction 
reporting  system  and  the  drug  product  problem  reporting  system;  (3) 
conduct  establishment  inspections,  sample  collection  and  analysis; 
(4)  develop  and  maintain  the  scientific  research  and  improved 
management  information  systems  capability  necessary  to  improve 
greater  efficiency  and  effectiveness  in  implementing  the 
established  regulation;  and,  (5)  promote  informational  and 
educational  progreuns  addressing  both  medical  and  consumer 
interests . 

As  the  regulatory  agency  responsible  for  the  safety  of  the  nation's 
drugs  and  biologies,  FDA  is  responsible  also  for  ensuring  that  the 
drugs  applicable  to  narcotic  addiction  are  safe  and  effective,  and 
that  the  practices  of  methadone  programs  comply  with  Federal 
regulations  which  establish  standards  for  registration  and 
treatment  of  narcotic  addiction. 
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New  ways  to  expedite  the  development  and  review  process  for  serious 
and  life-threatening  disease  therapies  such  as  antivirals  and 
oncology  therapies  continue  to  be  sought.  The  average  review  time 
per  New  Drug  Application  (NDA)  has  been  declining  from  30.9  months 
in  1989,  to  26.3  months  in  1992.  More  significantly,  the  average 
review  time  for  applications  having  the  highest  therapeutic  gain 
has  been  reduced  from  24.6  months  to  15.2  months.  In  1992  FDA 
approved  91  new  drugs,  HIVID  for  treating  advanced  HIV  infection; 
Taxol  for  ovarian  cancer,  Intron-A  for  hepatitis  B  and  Sumatriptan, 
for  relief  of  acute  migraine  headaches,  to  name  a  few. 

Preapproval  inspections  are  an  essential  part  of  the  application 
review  process.  Experience  has  shown  that  preapproval  inspections 
can  shorten  the  review  time  of  an  NDA.  The  agency  will  strive  to 
continue  the  reduction  in  drug  application  review  time  through 
preapproval  inspection  efforts. 

Responsibility  for  ensuring  the  safety  and  effectiveness  of  over- 
the-counter  (OTC)  drugs  entails  the  establishment,  through  rule- 
making procedures,  of  standards  for  OTC  drugs  through  the 
publication  of  monographs,  or  regulations,  in  the  Federal  Register. 
A  recent  Government  Accounting  Office  (GAO)  study  criticized  the 
Agency  for  a  perceived  lack  of  control  of  the  OTC  drug  market.  FDA 
has  elevated  the  former  Division  of  OTC  Drug  Evaluation  to  that  of 
Office  in  order  to  instill  more  control.  This  office  is 
responsible  for  publication  of  the  monographs  and  for  reviewing 
applications  in  the  form  of  NDA  supplements  for  approval  of  OTC 
drugs.  There  are  presently  54  monographs  under  development  which 
includes  monographs  under  development  and  amendments  to  already 
published  monographs. 
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Program  Activity  Data 


1992        1993       1994 


Program  Output                    Actual  Estimate   Estimate 

Total  New  Drug  Application 

(NDA)  Reviews 286  290        315 

NDAs  approved 86  95        110 

Time  from  Receipt  to  Approval 

(mos.)  (mean) (30.0)  (25-30)    (20-25) 

Time  from  Receipt  to  Approval 

(mos.)  (median) (24.2)  (19-26)    (16-23) 

NDA  Supplemental  Reviews 2,291  2,300     2,450 

Abbreviated  New  Drug  Application 

(ANDA)  Actions  1/ 1,499  1,200      1,380 

ANDA  Approvals 239  245        255 

Average  Review  Time  from  ANDA 

Receipt  to  Approval  (mos.)  2/    35.7  30        26 

ANDA  Supplemental  Actions  3/ 5,153  5,411      5,681 

INDs  (Active) 10,261  10,500    11,000 

Bioegui valence  Reviews 863  923       988 

Inspections 3 ,  682  4  ,  500     4  ,  500 

Drug  Sample  Analyses 6,525  5,600      5,600 

Non-clinical/clinical  Study 

Investigations 441  450       450 

OTC  Monographs  Under  Development. .     39  42        42 

Adverse  Reaction  Report  Reviews...  86,541  87,000     87,000 

1/  Total  of  approvals,  not  approvables,  tentative  approvals,  and 

approvables . 

2.1   Reflects  management's  decision  to  focus  on  the  resolution  of 

particularly  old  applications.  Estimate  includes  time  in  FDA  to 

conduct  reviews  as  well  as  time  with  firm  to  resolve 

deficiencies. 
2/  Total  of  approvals,  not  approvables,  conditional  approvals,  and 

approvables . 
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JUSTIFICATION  OF  INCREASES  AND  DECREASES 


Increases: 


A  1993  Supplemental  of  $36,000,000  is  requested  under  the 
Prescription  Drug  User  Fee  Act  of  1992.  Additionally,  $54,000,000 
is  requested  in  FY  1994  to  continue  FDA  implementation  of  this  Act. 
The  revenues  generated  from  fees  paid  by  the  pharmaceutical  and 
biological  prescription  drug  industries  would  be  dedicated  for  the 
use  in  expediting  the  prescription  drug  review  and  approval 
process. 

The  Act's  goals  call  for  FDA  to  review  and  act  on  NDAs  for  priority 
applications  within  6  months  after  submission  date;  review  and  act 
on  NDAs  for  standard  applications  within  12  months  after  submission 
date;  eliminate  the  overdue  backlog  of  NDAs  within  24  months  of 
initiation  of  user  fee  payments;  and,  eliminate  overdue  backlogs  of 
efficacy  and  manufacturing  supplements  to  NDAs  within  18  months  of 
initiation  of  user  fee  payments. 

Decrease; 

FDA's  Human  Drugs  Program  supports  the  President's  initiative  to 
reduce  the  deficit  by  cutting  Federal  employment  and  administrative 
costs.  Their  contribution  is  a  reduction  of  14  FTEs  (-1.8%)  in  FY 
1993  and  43  FTEs  (-1.9%)  in  FY  1994.  Additionally,  we  propose 
reducing  our  administrative  costs  by  $81,000  in  FY  1994  from  our  FY 
1993  level. 

Distribution  of  FTEs  by  Project  Activity 

1992 

Human  Drugs  Actual 

Biopharmaceutics 83 

Bioresearch  Monitoring 151 

Drug  Quality  Assurance 734 

Generic  Drug  Evaluation 426 

Health  Fraud 64 

New  Drug  Evaluation/Orphan  Drugs.  732 

Over-the-counter  Drug  Evaluation.  81 
Post-marketing  Surveillance  and 

Epidemiology 74 

Prescription  Drug  Advertising. ...  45 

Total 2,390        2,402     2,359 

AIDS  FTEs  Included  Above (189)        (188)      (185) 


1993 

1994 

Estimate 

Estimate 

92 

92 

146 

146 

760 

727 

426 

426 

55 

55 

740 

740 

71 

61 

84 

84 

28 

28 
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Drug  Control  Program 
EXPLANATION  OF  PROGRAM: 

FDA  places  a  high  priority  on  the  review  of  new  drug  applications 
for  drugs  which  alleviate  narcotic  dependency.  In  particular,  the 
Agency  works  closely  with  NIH,  especially  NIDA  to  expedite  the 
development  of  such  drugs  that  are  under  study  by  NIH  institutes. 
The  treatment  of  drug  addicts  with  dependency-reducing  drugs  may 
not  only  lead  to  a  reduction  in  illicit  drug  usage  but  may  also 
lead  to  a  reduction  in  the  spread  of  AIDS  which  is  prevalent  among 
I.V.  drug  abusers. 

Applications  from  hospitals  and  narcotic  treatment  programs  for  use 
of  methadone  in  the  treatment  of  narcotic  addiction  are  reviewed 
and  only  those  that  comply  with  the  narcotic  treatment  standards 
published  jointly  by  FDA  and  the  National  Institute  for  Drug  Abuse 
are  approved.  Over  1,000  methadone  treatment  programs  have  been 
approved  in  the  U.S.  In  addition  to  the  review  of  applications  for 
new  programs,  existing  treatment  programs  are  monitored  for 
compliance  with  regulatory  standards.  Our  goal  in  this  regard  is 
to  inspect  each  program  every  two  years.  We  evaluate  inspection 
results  to  determine  the  appropriate  follow-up  to  achieve 
compliance  with  the  regulatory  standards.  In  addition,  we  evaluate 
proposals  (exemptions  from  regulations)  submitted  by  individual 
treatment  programs  for  modifying  treatment  standards.  The  agency 
plans  to  continue  these  methadone  treatment  program  oversight 
activities  at  this  level  in  FY  1994. 

With  the  passage  of  new  legislation  in  1990,  which  reassigned  the 
responsibility  of  investigating  the  illegal  use  of  anabolic 
steroids  to  DEA  as  a  controlled  substance,  our  role  in  this  area 
was  reduced.  We  continue  to  investigate  new  chemical  substances 
which  are  being  abused  and  a  Memorandum  of  Understanding  has  been 
developed  between  DEA  and  FDA  which  describes  the  mutual  roles  of 
each  agency  in  this  regard. 


Program  Resources; 


Regulation  of 

Methadone  - 
Objectives: 
In  keeping  with 
objectives: 
1) 


sooo 


FY  1992 
Actual 

$6,500 


FY  1993 

Apprpp. 

$6,800 


FY  1994 
Estimate 

$6,800 


its  responsibilities,  FDA  has  the  following 


ensure  the  expeditious  review  of  applications  for  new 
drugs  intended  to  alleviate  narcotic  addiction; 
2)  ensure  that  practices  of  narcotic  treatment  programs 
comply  with  Federal  regulations  which  establish  the 
standards  for  registration  and  treatment  of  narcotic 
addiction. 
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Change  Request  and  Justification; 

Using  basic  workload  measures  and  considering  projected  workloads, 
these  resources  are  estimated  to  be  sufficient  to  enable  us  to 
continue  our  drug  control  program  at  its  current  satisfactory  level 
of  activity.  (Specific  resources  devoted  to  the  review  of  new  drug 
applications  for  opiate  medications  have  not  been  identified  and 
are  not  included  as  part  of  our  drug  control  budget . ) 

Relationship  to  Other  Federal  Programs: 

Our  drug  abuse  program  is  maintained  in  close  harmony  with  the 
programs  of  SAMSHA,  DEA,  and  other  Federal  agencies.  FDA  chairs 
the  Interagency  Methadone  Policy  Review  Board  (with  NIDA,  VA,  DEA, 
ONDCP,  and  SAMHSA)  which  meets  on  a  bimonthly  basis  to  evaluate 
overlapping  issues  and  concerns  to  the  agencies  with  oversight 
responsibilities.  We  are  continuing  our  traditional  role  of 
consulting  with  the  DEA  on  issues  such  as  the  proper  medical  uses, 
and  the  level  of  drugs  needed  for  such  uses,  of  controlled 
substances. 

Workload; 

PROGRAM  OUTPUTS  -  FDA  DRUG  CONTROL  PROGRAM 
FY  1993  -  FY  1994 

FY  1992  FY  1993  FY  1994 

Actual  Estimate  Estimate 
Inspection  Program; 

Narcotic  treatment  centers       363         356        356 

Hospital  detox,  centers  135         0        0 

Total  498  356         356 
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Orphan  Product  Development  Activities 

1992        1993       1994 
AgtMal     EgtilPatg   Estimate 
Intramural  Activities:  ($000) 

Orphan  Drugs  Project $  1,382    S  1,655    $  1,655 

Related  Activities  in 
Foods,  Devices  and 
Radiological  Products, 
and  NCTR  Programs 846      1.200      1.224 

Total,  Intramural  Oblig...   $  2,228   $  2,855   $  2,855 

Grants  and  Contracts 9.145     9.145     9.145 

Total  Obligations $11,373    $12,000    $12,000 

Number  of  Grants  Awarded: 

New 15         18         34 

Continuing 54        45        28 

Total  number  of  grants.        69        63        62 
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BIOL06ICS 

Summary  of  Project  Estimates 
($000) 

1993   Increase         Increase 
1992        1993        Current     or       1994        or 
Actual  Appropriation  Estimate  Decrease  Estimate  Decrease 

($000)  $90,531      $94,270    $118,270  +$24,000  $154,833   +$36,563 
FTE        898  935         924       -11       908        -16 

AIDS 
(non-add) 

($000) ($39,718)      ($37,408)   ($37,408)     ($37,408)     

FTEs       (371)  (371)        (367)      -4         (361)      -6 


EXPLANATION  OF  PROGRAM 

FDA  is  responsible  for  the  availability  of  safe  and  effective 
biological  products  for  disease  prevention,  treatment,  or  cure,  and 
the  assurance  of  the  safety  of  the  nation's  blood  supply.  To 
accomplish  this  task,  FDA  registers  and  inspects  blood  banks  and 
other  firms  processing  blood;  licenses  and  inspects  firms 
collecting  human  source  plasma;  evaluates  and  licenses  biologies 
manufacturing  firms  and  products;  removes  ineffective,  unsafe,  or 
improperly  labeled  products  from  the  market;  and  reviews  and 
improves  licensing  and  batch  control  procedures  while  ensuring  that 
appropriate  methodology  is  available  to  assure  the  safety, 
effectiveness,  purity,  and  potency  of  biological  products. 

The  Biologies  program  includes  initiatives  in  AIDS-related  research 
and  product  development.  The  Agency  sponsors  and  conducts  AIDS- 
related  research  to  foster  the  development  of  new  biological 
products;  regulates  marketed  biologicals  intended  for  use  in  the 
prevention,  treatment,  and  diagnosis  of  AIDS  and  AIDS-related 
diseases;  and  protects  the  nation's  blood  supply  from 
contamination.  In  addition,  the  Agency  plays  a  part  in  the 
National  Vaccine  program,  in  that  it  seeks  to  improve  the  safety  of 
childhood  vaccines  by  sponsoring  and  conducting  research  toward  the 
development  of  vaccines  that  are  less  reactogenic.  FDA  ensures 
that  childhood  vaccines  are  safe  and  effective  through  evaluation 
of  products,  their  manufacture,  and  by  monitoring  adverse  events 
associated  with  immunization. 
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Program  Activity  Data 


Program  Output 


1992 

1993 
Estimate 

1994 

Estimate 

2,194 
7,237 

2,523 
7,500 

2,523 
7,500 

61 
3,000 

100 
2,650 

100 
2,650 

License  Application  Reviews.... 

IND  Amendments 

Non-clinical/Clinical 

Study  Investigations 

Inspections 

JUSTIFICATION  OF  INCREASES  AND  DECREASES 

Increases: 

PresoriptioB  Drug  User  Fee  Act: 

1993  Supplemental  Request  -  $17,000,000 

1994  Request  -  $26,000,000 

A  1993  Supplemental  of  $36,000,000  is  requested,  ($17,000,000  for 
Biologies  and  $19,000,000  for  Human  Drugs)  under  the  Prescription 
Drug  User  Fee  Act  of  1992.  Additionally,  $54,000,000  is  requested, 
($26,000,000  for  Biologies  and  $28,000,000  for  Human  Drugs)  in  FY 
1994  to  continue  FDA  implementation  of  this  Act.  The  revenues 
generated  from  fees  paid  by  the  pharmaceutical  and  biological 
prescription  drug  industries  would  be  dedicated  for  the  use  in 
expediting  the  prescription  drug  review  and  approval  process. 

The  Act's  goals  call  for  FDA  to  review  and  act  on  PLAs  and  ELAs  for 
priority  applications  within  6  months  after  submission  date;  review 
and  act  on  PLAs  and  ELAs  for  standard  applications  within  12  months 
after  submission  date;  and,  eliminate  the  overdue  backlog  of  PLAs 
and  ELAs  within  24  months  of  initiation  of  user  fee  payments. 

Vmooines  -  Inaxinisation: 

1993  •>  Transfer  $7,000,000 

1994  -  iBvestaent  initiative  $27,600,000 

The  President's  investment  initiative,  includes  an  increase  of 
$7,000,000  in  FY  1993  and  $27,600,000  in  FY  1994,  a  total  of 
$34,600,000,  for  the  Vaccine  Program.  These  resources  will  be  used 
to  accelerate  FDA's  vaccine  prograun,  as  follows: 

•  Enhance  the  capacity  to  evaluate  new  products,  including  new 
INDs  and  license  applications;  increase  research  related  to 
standards  and  assays  developments;  and  perform  more 
prelicensure  inspections  including  bioresearch  monitoring. 
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•  Increase  activities  associated  with  the  evaluation  of  adverse 
reactions,  including  the  VAERS  (vaccine  adverse  event 
reporting  system)  and  other  types  of  epidemiologic  system)  and 
other  types  of  epidemiologic  studies  and  Phase  IV  studies; 
increase  activities  related  to  postmarketing  inspections  and 
lot  releases. 

•  Increase  information  dissemination  and  management;  enhance 
education  of  health  care  providers  and  parents;  and  improve 
the  management  and  analysis  of  vaccine  related  events. 

•  Accelerate  basic  and  applied  research  to  more  precisely  define 
biological  mechanisms  leading  to  adverse  events,  and 
immunologic  mechanism  of  vaccines. 

Decrease! 

FDA's  Biologies  Program  supports  the  President's  initiative  to 
reduce  the  deficit  by  cutting  Federal  employment  and  administrative 
costs.  Their  contribution  is  a  reduction  of  11  FTEs  (-1.8%)  in  FY 
1993  and  16  FTEs  (-1.9%)  in  FY  1994.  Additionally,  we  propose 
reducing  our  administrative  costs  by  $37,000  in  FY  1994  from  our  FY 
1993  level. 

Distribution  of  FTEs  by  Project  Activitv 

Biologies 

Bacterial  &  Allergenic 

Products 

Bioresearch  Monitoring 

Blood  and  Blood  Products . . . 

Viral  Products 

Total 

AIDS  FTEs  Included  Above....     (371)       (367)      (361) 


1992 

1993 

1994 

Actual 

Estimate 

Estimate 

147 

147 

147 

29 

25 

25 

474 

510 

504 

?48 

242 

2?2 

898 

924 

908 

51 


252 

Animal  Drugs  and  Feads 

Summary  of  Project  Estimates 
($000) 

1993   Increase         Increase 
1992       1993        Current     or     1994        or 
Actual  Appropriation  Estimate  Decrease  Estimate  Decrease 

($000)  $39,000        $40,032    $40,032       $40,016      -$16 

FTE         506  496        493        -3       484        -9 


EXPLANATION  OF  PROGRAM 

This  program's  mission  is  to  assure  that  only  safe  and  effective 
animal  drugs,  devices,  feeds  and  food  additives  are  marketed;  and 
that  foods  from  animals  that  are  administered  drugs  and  food 
additives,  in  accordance  with  label  directions,  are  safe  for  human 
consumption. 

Veterinary  drugs  are  used  to  treat  or  prevent  diseases  in  animals 
and  to  improve  production  of  food-producing  animals.  FDA  is 
responsible  for  reviewing  New  Animal  Drug  Applications  (NADAs)  and 
Abbreviated  Animal  New  Drug  Applications  (AANDAs)  to  ensure  that 
the  drugs  are  safe  and  effective  for  animals  and  that  foods  from 
these  animals  are  safe  before  the  drugs  are  approved  for  marketing. 
The  Agency  maintains  continuing  surveillance  over  all  animal  drugs, 
devices,  and  feeds  marketed  in  interstate  commerce  to  ensure  their 
compliance  with  the  Food,  Drug  and  Cosmetic  (FD&C)  Act. 

Data  integrity  continues  to  be  a  very  high  priority  for  this 
progreun.  A  major  objective  in  this  regard  is  to  strengthen  FDA 
monitoring  of  the  significant  research  associated  with  the  approval 
of  new  animal  drugs.  It  is  important  to  ensure  the  validity  of 
these  pivotal  studies  through  audits  of  the  system  industry  uses  in 
collecting,  storing,  and  summarizing  the  scientific  data  it  uses. 
The  strategy  for  addressing  the  issues  concerning  the  integrity  of 
the  product  review  process  of  the  Animal  Drugs  and  Feeds  program  in 
1994  includes  inspections  of  clinical  investigations,  data  audits, 
and  preapproval  inspections  of  manufacturing  establishments. 

Surveillance  of  marketed  products  and  agribusiness  industry  is 
accomplished  through  review  of  drug  experience  reports  and 
compliance  programs  implemented  by  the  FDA  field  offices  through 
Inspections,  sample  collections  and  analysis,  investigations,  and 
other  activities.  Regulatory  actions  are  taken  as  needed  to 
control  violative  goods  and  firms. 

One  major  use  of  animal  drugs  is  in  animal  feeds.  Because  of  the 
large  number  of  facilities  subject  to  inspection,  and  for  more 
efficient  utilization  of  FDA's  limited  resources,  FDA  approaches 
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the  medicated  feed  area  through  a  federal/state  partnership.  The 
Agency's  medicated  feed  program  was  remodeled  to  focus  attention 
principally  on  those  drugs  added  to  animal  feeds  which  have  the 
most  potential  for  causing  unsafe  tissue  residues.  This  remodeling 
has  helped  FDA  to  utilize  its  limited  resources  in  a  much  more 
effective  manner. 

Research  is  another  critical  element  in  assuring  the  safety  and 
efficacy  of  animal  drugs  and  feed  additives.  Included  are 
pharmacokinetic,  toxicology,  and  tissue  residue  studies  on  food 
producing  animals  as  well  as  research  to  develop  analytical 
methods,  e.g.,  evaluation  of  screening  tests  to  detect  drug 
residues  in  milk.  FDA  directs  significant  efforts  toward  research 
progreuns  to  provide  better  science  for  the  regulation  of  animal 
drugs  with  human  health  impact.  In  addition,  the  Agency  will 
continue  to  emphasize  its  minor  use  drug  research  program  to 
promote  the  availability  of  drugs  for  minor  species  and  for  minor 
uses  in  the  major  species. 

Program  Activity  Data 
1992 
Program  Output  Actual 

Establishment  Inspections 1,067 

Feed  Mill  FDA-Inspections  conducted 

by  FDA 289 

Feed  Mill  Inspections  conducted 

by  States  under  FDA  contract.       556 

Sample  Analyses 1 ,  889 

Manuf actiurers '  Drug  Experience 

Reports  received 3 ,  200 

Adverse  Reaction  Reports 

Reviewed 1 ,  500 

Medicated  Feed  Applications 

Processed 2,950 

Investigational  New  Animal  Drug 
^plications  (INADA)  sub- 
missions processed 4,170       4,892    4,892 

Total  New  Animal  Drug  Applica- 
tions (NADA)  submissions 
processed 2,051      .2,688     2,688 

Abbreviated  New  Animal  Drug 

Applications  Received 16  35       35 

Full  NADAs  Approved 14        '  35       35 

Aver,  time  from  Receipt  to 

approval  (orig. NADAs)   (mos.)       (32)        (32)      (32) 

Abbreviated  Investigational  New 
Animal  Drug  applications: 

Received 85  95       95 

Processed 85  85       85 
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1993 

1994 

Estimate 

Estimate 

1,025 

1,005 

250 

230 

550 

550 

2,100 

2,100 

3,400 

3,400 

1,600 

1,600 

4,000 

4,000 
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JUSTIFICATION  OF  INCREASES  AND  DECREASES 
Decrease: 

FDA's  Animal  Drugs  and  Feeds  Program  supports  the  President's 
initiative  to  reduce  the  deficit  by  cutting  Federal  employment  and 
administrative  costs.  Their  contribution  is  a  reduction  of  3  FTEs 
(-1.8%)  in  FY  1993  and  9  FTEs  (-1.9%)  in  FY  1994.  Additionally,  we 
propose  reducing  our  administrative  costs  by  $16,000  in  FY  1994 
fron  our  FY  1993  level. 

Distribution  of  FTEs  by  Project  Activity 


Pre-Approval  Evaluation 

Monitoring  of  Marketed  Drugs 
and  Feeds 

Total 


1992 

1993 

1994 

Actual 

Estimate 

Estimate 

223 

216 

214 

283 

277 

?70 

506 

493 

484 
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AIDS 

(non-add) 

($000)     ($8,876) 

($9,756) 

($9,756) 

FTEs                 (107) 

(107) 

(105) 
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Devieas  and  Radiological  Products 

Summary  of  Project  Estimates 
($000) 

1993   Increase         Increase 
1992        1993       Current     or     1994        or 
Actual  Appropriation  Estimate  Decrease  Estimate  Decrease 

($000)  $116,731      $120,363    $123,363   +$3,000  $153,314  +$29,951 
FTE        1,604  1,571       1,542       -29     1,514       -28 


($9,756) 

-2       (103)     -2 


EXPLAKATION  OF  PROGRAM 

The  Food  and  Drug  Administration  pursues  two  primary  goals  under 
the  Medical  Devices  and  Radiological  Products  program:  1)  to 
ensure  the  safety  and  effectiveness  of  medical  devices;  and  2)  to 
eliminate  unnecessary  exposure  to  radiation  from  medical, 
industrial,  and  consumer  products  while  maximizing  the  benefits 
from  necessary  exposure. 

Medical  devices  are  regulated  pursuant  to  the  Medical  Device 
Amendments  of  1976  and  the  Safe  Medical  Devices  Act  of  1990. 
Radiation-emitting  electronic  products  are  regulated  pursuant  to 
the  Radiation  Control  for  Health  and  Safety  Act  of  1968. 

FDA  employs  a  wide  variety  of  regulatory  mechanisms  to  ensure  the 
safety  and  effectiveness  of  medical  devices.  All  devices  are 
classified  into  three  categories,  depending  on  the  level  of 
regulation  required  to  ensure  safety  and  effectiveness.  Class  I 
devices  are  subject  to  general  controls,  such  as  Good  Manufacturing 
Practices  requirements,  labeling  requirements,  and  registration 
with  FDA.  Class  II  devices  are  subject  to  special  controls,  such 
as  performance  standards,  special  postmarket  surveillance  efforts, 
and  patient  registries.  Class  III  devices  are  required  to  undergo 
premarket  evaluation  and  receive  FDA  approval  prior  to  being 
marketed. 

Postmarket  surveillance,  such  as  mandatory  Medical  Device 
Reporting,  the  Voluntary  Product  Reporting  Program,  and  inspections 
of  manufacturing  plants,  help  ensure  the  continued  safety  and 
effectiveness  of  marketed  devices.  These  activities  also  provide 
early  warning  of  problems,  allowing  FDA  and  industry  to  take 
corrective  action  before  the  public  health  is  threatened. 
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Program  Activity  Data 


FY  1992 

Program  Output  Actual 

Premarket  Approval  Applications  (PMAs)  65 

Average  PMA  review  time  (days) *  146 

PMA  Supplements 606 

Average  PMA  Supplements  review  time 

(days) 113 

Premarket  Notifications  (510 (k) s) . . . .  6,509 

Average  510 (k)  review  time  (days)....  102 
Investigational  Device  Exemptions 

(IDE) 228 

Average  IDE  review  time  (days) 30 

IDE  Supplements 3,644 

Mandatory  Medical  Device  Reports 82,621 

Device  User  Facility  Reports  under  MDR  1,669 

Voluntary  Problem  Reports 4,395 

Inspections 3,120 


FY  1993 

FY 

1994 

Estimate 

Estimate 

60 

70 

300 

350 

500 

550 

175 

225 

6,000 

7,000 

160 

175 

260 

280 

30 

30 

3,900 

4,200 

129,000 

175,000 

2,000 

4,000 

5,500 

6,500 

4,000 

4,193 

*  This  number  is  misleading  as  it  is  based  on  12  PMAs  approved  in 
FY92,  six  of  which  were  licensing  agreements,  or  "paper  PMAs." 


JUSTIFICATION  OF  INCREASES  AND  DECREASES 


Increase; 


A  1993  Supplemental  of  $3,000,000  is  requested  via  a  transfer  of 
$1,000,000  each  from  the  National  Institute  of  Health's  National 
Cancer  Institute  (NCI) ,  the  Health  Care  Financing  Administration 
(HCFA) ,  and  the  Center  for  Disease  Control  (CDC)  to  begin 
implementation  of  the  Mammography  Quality  Standards  Act  of  1992 
(MQSA) .  An  additional  $10,000,000  is  requested  as  part  of  the  FY 
1994  Investment  package  to  implement  MQSA,  as  well  as  $20,000,000 
to  implement  the  Safe  Medical  Devices  Act  of  1990. 

(1)  Mammography  Duality  Standards  Act  of  1992.  MQSA's  intended 
to  improve  the  quality  of  mammography  procedures.  The  Act  requires 
that  any  facility  in  the  U.S.  producing,  processing,  or 
interpreting  mammographic  images  must  be  certified  by  the  Secretary 
of  HHS  by  October  1,  1994,  to  remain  in  operation.  It  is  estimated 
that  9,500  existing  facilities  operating  11,000  mammography  units 
will  be  subject  to  MQSA  requirements.  Implementation  of  MQSA  will 
substantially  improve  the  reliability  of  mammography  and  contribute 
to  significant  improvements  to  women's  health. 

The  $3,000,000  transfer  will  enable  FDA  to  bebin  implementation 
which  include  establishment  of  a  National  Advisory  Committee, 
planning  for  a  data  processing  system,  developing  regulatory 
programs  for  accreditation  entities  and  the  facilities;  begin 
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purchasing  equipment,  developing  instrument  calibration  procedures; 
begin  training  and  certification  of  inspectors;  and  begin  public 
discussion  of  standards  and  user  education. 

In  FY  1994,  the  additional  $10,000,000  included  in  the  investment 
proposal,  will  allow  FDA  to  certify  accreditation  entities, 
establish  standards,  oversee  the  inspection  of  all  mammography 
facilities  in  the  U.S.,  and  take  other  actions  to  improve 
mammography  quality. 

Specifically,  FDA  will  be  able  to:  develop  regulations  on  quality 
standards  and  publish  in  final  by  mid  FY94;  plan  and  implement  a 
data  processing  system  that  ensures  all  facilities  apply  for 
certification  and  relates  inspection  results  to  certification 
status;  administer  a  facility  certification  program,  train  and 
certify  inspectors;  provide  user  education;  conduct  compliance  and 
enforcement  activities;  upgrade  existing  calibration  facilities  and 
purchase  of  inspection  and  data  processing  equipment;  identify 
facilities;  recruit  staff  to  conduct  inspections  with  hiring  in  FY 
1994;  convert  Agency  for  Health  Care  Policy  Research  (AHCPR)  expert 
panel  to  Mammography  Advisory  Committee. 

(2)  Safe  Medical  Devices  Act  of  1990.  An  increase  of  $20,000,000, 
included  in  the  investment  proposal,  will  allow  FDA  to  implement 
most  of  the  provisions  of  SMDA  and  the  SMDA-related  provisions  of 
the  Medical  Device  Amendments  of  1992.  FDA  will  use  these 
resources  to  expedite  the  formal  rulemaking  process  for  the 
regulations  and  notices  needed  to  implement  provisions  not  yet  in 
effect.  These  provisions  include:  reporting  of  corrections  and 
removals  on  devices  removed  from  the  market  in  order  to  reduce  a 
public  health  risk  or  to  remedy  a  violation  to  the  Food,  Drug  and 
Cosmetic  Act;  the  design  validation  requirement  incorporated  into 
the  Good  Manufacturing  Practices  (GMPs)  regulations;  calls  for  data 
and  premarket  applications  for  pre-Amendments  class  III  devices; 
and  use  of  PMA  data  for  four-of-a-kind  devices. 

These  resources  will  ensure  that  the  new  authorities  are  used  to 
remove  violative  products  from  the  market.  New  authorities 
include:  use  of  civil  penalties;  issuance  of  mandatory  recalls; 
and  temporary  suspensions  of  PMA  approval.  FDA  will  be  able  to 
identify  and  apply  the  special  controls  authorities  to  the  class  II 
devices  to  ensure  that  these  products  are  regulated  in  a  manner 
consistent  with  Congressional  intent.  FDA  will  expedite  review  of 
class  III  pre-Amendments  and  transitional  devices  which  will  result 
in  the  devices  being  assigned  to  an  appropriate  regulatory 
classification  and  being  regulated  according  to  the  controls  deemed 
necessary  to  protect  the  public  health.  FDA  will  require  more 
postmarket  surveillance  studies  for  certain  devices  that  have  new 
and/or  unanswered  safety  and  effectiveness  questions.  With  these 
new  resources,  FDA  will  have  the  ability  to  analyze,  in  a  timely 
Banner,  the  adverse  experience  data  submitted  from  the  new  device 
user  facility  and  distributor  reporting  provisions.  FDA  will  have 
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the  capability  to  receive  and  analyze  the  data  received  and  respond 
quickly  to  potential  public  health  hazards  associated  with  marketed 
medical  devices. 

Decrease; 

FDA's  Devices  Program  supports  the  President's  initiative  to  reduce 
the  deficit  by  cutting  Federal  employment  and  administrative  costs. 
Their  contribution  is  a  reduction  of  29  FTEs  (-1.8%)  in  FY  1993  and 
28  FTEs  (-1.9%)  in  FY  1994.  Additionally,  we  propose  reducing  our 
administrative  costs  by  $49,000  in  FY  1994  from  our  FY  1993  level. 

Distribution  of  FTEs  by  Project  Activity 


Devices  &  Radiological  Products 

Surveillance  &  Enforcement 

Product  Evaluation 

Risk  Assessment 

Education  and  Assistance 

Total 

AIDS  FTEs  Included  Above (107)      (105)       (103) 


1992 

1993 

1994 

Actual 

Estimate 

Estimate 

812 

780 

770 

449 

427 

420 

157 

157 

150 

186 
1,604 

178 
1,542 

174 
1,514 
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NATIONAL  CENTER  FOR  T0XZC0L06ICAL  RESEARCH 

Summary  of  Project  Estimates 

($000) 

1993   Increase         Increase 
1992       1993       Current     or    1994        or 
Actual  Appr opr i a t i on  Estimate  Decrease  Estimate  Decrease 

BA  $31,097  $32,458  $32,458  ™  $32,445  -$13 
FTE        239  239         238         -1     234  -4 

EXPLANATION  OF  PROGRAM 

NCTR  programs  focus  on  the  major  research  goals  of  the  Agency.  Two 
overall  goals  that  address  the  Agency's  needs  are:  (1)  to  integrate 
research  in  order  to  provide  more  effective  risk  measures  for  FDA 
regulated  products;  and  (2)  to  support  FDA  enforcement  through 
development  of  analytical  methods.  Continued  efforts  are  underway 
to  establish  strong  Agency-wide  research  initiatives  specifically 
directed  towards  addressing  important  regulatory  concerns. 

Through  integrated  research,  NCTR  continues  to  focus  on  improving 
the  standard  bioassay  through  six  mechanistic  studies:  biochemical 
and  molecular  markers  of  cancer,  secondary  mechanisms  of  toxicity, 
solid-state  toxicity,  nutritional  modulators  of  risk  and  toxicity, 
quantitative  risk  assessment,  and  transgenics.  The  bioassay  will 
form  the  basis  for  using  animal  data  to  assess  human  risks. 

NCTR's  analytical  methods  development  activities  include  projects 
in  conjunction  with  other  centers  to  develop  sensitive  techniques 
to  measure  adulterants  to  the  food  supply,  such  as  lead  in  food 
supplements  and  microbial  contaminants  in  disinfectants  used  to 
sterilize  medical  devices.  Other  studies  are  underway  to  develop 
methods  to  measure  compounds  that  may  adversely  affect  human 
development,  such  as  phytoestrogens  (plant  chemicals  with 
estrogenic  properties)  and  techniques  to  measure  the  neurotoxic 
effects  of  anti-HIV  chemicals. 

JUSTIFICATION  OF  INCREASES  AND  DECREASES 

Decrease: 

FDA's  NCTR  Program  supports  the  President's  initiative  to  reduce 
the  deficit  by  cutting  Federal  employment  and  administrative  costs. 
Their  contribution  is  a  reduction  of  1  FTEs  (-1.8%)  in  FY  1993  and 
4  FTEs  (-1.9%)  in  FY  1994.  Additionally,  we  propose  reducing  our 
administrative  costs  by  $13,000  in  FY  1994  from  our  FY  1993  level. 
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PROGRAM  MANAGEMENT 

Summary  of  Project  Estimates 
($000) 

1993   Increase         Increase 
1992        1993       Current     or     1994        or 
Actual  Appropriation  Estimate  Decrease  Estimate  Decrease 

BA      $43,696       $44,450      $44,450     $44,433      -$17 

FTE         362  362  360      -2         354        -6 


EXPLANATION  OF  PROGRAM 

This  activity  provides  central  program  direction  and  administrative 
services  for  Agency  programs  to  ensure  that  FDA's  consumer 
protection  efforts  are  effectively  managed  and  that  available 
resources  are  put  to  the  most  efficient  use.  Functions  include 
providing  agency-wide  policy  development  in  medical  affairs, 
scientific  coordination,  regulatory  requirements,  legislation, 
planning  and  evaluation,  consumer  communications,  and  public 
information;  and  management  expertise  and  coordination  in  financial 
management,  personnel,  contracts  and  grants  administration, 
procurement/property/ space  control,  and  communications  systems. 

Specific  programs  within  this  activity  are  management  of  Freedom  of 
Information  (FOI)  activities,  to  respond  within  statutory 
timeframes  to  inquiries;  administration  of  internal  controls 
required  under  the  Federal  Managers  Financial  Integrity  Act;  and, 
the  Small  Business  Program,  to  assist  small  businesses  in  carrying 
out  regulatory  requirements  and  in  participating  in  FDA's 
regulatory  decision-making  process. 

JUSTIFICATION  OF  INCREASES  AND  DECREASES 


Decrease; 

FDA's  Program  Management  Program  supports  the  President's 
initiative  to  reduce  the  deficit  by  cutting  Federal  employment  and 
administrative  costs.  Their  contribution  is  a  reduction  of  2  FTEs 
(-1.8%)  in  FY  1993  and  6  FTEs  (-1.9%)  in  FY  1994.  Additionally,  we 
propose  reducing  our  administrative  costs  by  $17,000  in  FY  1994 
from  our  FY  1993  level. 
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RENTAL  PAYMENTS  TO  6SA 

Appropriation  Summary 
($000) 

1993   Increase  ^        Increase 
1992        1993       Current     or     1994        or 
Actual  Appropriation  Estimate  Decrease  Estimate  Decrease 

BA      $25,612       $25,612      $25,612      $48,575  +$22,963 

Since  Fiscal  Year  1988,  appropriation  language  has  capped  FDA's 
rental  payments  to  GSA  at  $25,612,000,  although  the  actual  rates 
projected  by  GSA  are  consistently  higher.  The  FY  1994  budget 
requests  an  increase  of  $22,963,000,  proposing  a  total  1994  rental 
payment  to  GSA  of  $48,575,000.  The  increase  will  enable  FDA  to 
reimburse  GSA  for  its  full  direct  rental  payment. 

FDA  uses  about  2.8  million  net  square  feet  of  space  covered  by  GSA 
rental  charges.  About  50  percent  of  these  charges  are  for 
facilities  in  the  Washington  area,  of  which  the  largest  are  the 
Parklawn  Building  and  Federal  Building  8.  The  major  field 
expenses,  of  course,  are  for  the  Agency's  District  Offices, 
although  the  Agency  also  has  about  130  small  leased  offices  as 
resident  posts  for  field  investigators,  which  provide  significant 
savings  in  time  as  well  as  travel  costs,  and  provide  for  a  wide 
geographic  dispersion  of  FDA  staff  to  enable  them  to  respond  to 
emergency  situations. 

Rental  costs  do  not  apply  to  those  facilities  owned  and  operated  by 
FDA,  including  primarily  the  National  Center  for  Toxicological 
Research  and  FDA's  new  headquarters  food  research  building  at 
Beltsville,  Maryland,  nor  to  facilities  at  NIH  or  the  Beltsville 
Agricultural  Research  Center,  for  which  FDA  reimburses  the  other 
agencies  directly  for  expenses  incurred  in  operating  and 
maintaining  the  facilities  provided  for  FDA.  The  rental  costs  do 
not  include  the  special  services  for  which  FDA  must  pay  GSA  on  a 
reimbursable  fee-for-service  basis,  such  as  special  guard  services 
and  the  provision  of  around-the-clock  heating  and  air  conditioning 
where  required  for  FDA's  laboratory  work. 
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BUILDING  AND  FACILITIES 

Summary  of  Program  Estimates 
($000) 

1993   Increase  ^        Increase 
1992        1993       Current     or     1994        or 
Actual  Appropriation  Estimate  Decrease  Estimate  Decrease 

BA      $10,321        $8,350      $8,350      $8,350      

Justification:  $8,350,000  is  requested  to  provide  for  continued 
repairs  and  improvement  of  FDA  laboratories.  In  addition  to 
Washington  area  laboratories  which  are  in  nine  separate  locations, 
there  are  23  lab  facilities  around  the  country,  including  regular 
field  laboratories  and  specialized  facilities,  as  well  as  the  NCTR 
complex.  Continued  repairs,  modifications,  and  improvements  to  FDA 
headquarters  and  field  facilities  will  preserve  the  properties, 
ensure  employee  safety,  meet  changing  program  requirements,  and 
permit  the  Agency  to  keep  its  laboratory  methods  up  to  date.  The 
Agency's  ability  to  support  sound  regulatory  research,  testing,  and 
analysis,  which  are  vital  to  assuring  public  health  and  safety, 
rely  upon  modern  and  optimally  functioning  facilities  and 
equipment.  In  addition,  for  NCTR  and  some  other  smaller  facilities 
which  are  owned  and  operated  by  FDA,  the  Agency  must  make  all 
repairs,  from  road  repairs  to  replacement  of  utility  systems  when 
needed. 

Plan  of  Work:  The  total  of  $8,350,000  requested  will  provide  for 
the  projects  in  1994  to  sustain  FDA's  basic  operational 
capabilities,  by  assuring  proper  maintenance  of  government 
facilities  and  making  laboratory  improvements  to  ensure  effective 
utilization  of  FDA's  laboratory  staff  and  equipment.  The  work 
includes  a  wide  variety  of  maintenance  items  such  as  road  and  roof 
repairs,  maintenance  of  utility  distribution  systems,  and  minor 
laboratory  renovations  and  up-grading  of  laboratory  systems  such  as 
electrical,  gas,  water,  and  air  circulation,  to  meet  changing 
laboratory  testing  needs  and  to  support  sophisticated  analytical 
ecjuipment. 

Funding  is  requested  for  repair  and  improvements  of  facilities  at 
the  following  locations: 

1.  Field  District  and  specialized  laboratories  at  eighteen 
locations  nationwide $1,850,000 

2.  Headquarters  laboratory  facilites $6,500,000 
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BUILDINGS  AMD  FACILITIES 

APPROPRIATION  SUMMARY 

Amount 
SOOO 

1991  Budget  Authority $  8,350 

1992  Appropriation $  8,350 

Unobligated  balance,  start  of  1992 $3?., 570 

1992  Total  Obligations $10,321 

1993  Request $  8,350 

1994  Request $  8,350 
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FOOD  AND  COSMETICS 

STATUS  OF  PROGRAM 

Activities  of  the  Food  and  Cosmetics  program  are  authorized  under 
the  FD&C  Act,  the  Public  Health  Service  Act,  the  Tea  Importation 
Act,  the  Fair  Packaging  and  Labeling  Act,  the  Infant  Formula  Act, 
and  several  other  federal  statutes.  These  statutes,  either  in 
their  entirety  or  in  part,  give  FDA  major  responsibilities  for 
assuring  the  safety,  sanitation,  wholesomeness  and  economic  value 
of  food  and  the  safety  and  proper  labeling  of  cosmetics  available 
to  U.S.  consumers.  These  responsibilities  cover  imported  as  well 
as  domestically  produced  products. 

Current  Activities.   To  meet  these  responsibilities,  FDA: 

1.  Inspects  establishments,  collects  samples,  analyzes  samples, 
and  takes  legal  action,  where  necessary,  in  order  to  prevent 
domestically  produced  or  imported  foods  which  may  be  hazardous 
or  insanitary  from  entering  the  market  place. 

2.  Works  cooperatively  with  state  and  local  governments  to  assure 
the  safety  and  wholesome  of  milk  and  milk  products. 

3.  Works  with  NCAA  to  implement  a  jointly  sponsored  program 
designed  to  improve  the  safety,  quality,  and  labeling  of 
seafood  available  to  American  consumers. 

4.  Provides  training  and  technical  assistance  to  state  and  local 
governments  on  matters  related  to  the  design,  implementation, 
and  evaluation  of  retail  food  protection  programs. 

5.  Prevents  the  introduction  or  transmission  of  communicable 
disease  through  the  food  and  water  supply  of  airlines,  trains, 
boats  or  other  components  of  the  interstate  transportation 
industry. 

6.  Assures  the  safety  and  proper  use  of  food  additives. 

7.  Maintains  and  improves  the  nutritional  quality  of  the  nation's 
food  supply  by  ensuring  that  food  products  meet  established 
nutrient  requirements. 

8.  Conducts  research  to  improve  the  speed  and  accuracy  of  methods 
for  the  detection  and  enumeration  of  foodborne  biological 
hazards.  This  includes  efforts  to  apply  DNA  technologies  to 
improve  systems  for  detecting  and  assessing  the  virulence  of 
foodborne  pathogens. 
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9.  Develops  more  effective  methods  for  assessing  health  hazards 
associated  with  infant  formulas,  and  investigates  the  effects 
of  processing  and  formulation  on  the  nutrient  quality  of  these 
products . 

10.  Develops  and  expands  single  compound  and  multiresidue  methods 
for  the  analysis  of  pesticides  and  their  metabolites  in  foods. 

11.  Conducts  studies  to  determine  the  levels  of  occurrences  and 
daily  dietary  intake  of  pesticides,  PCBs,  and  other  industrial 
chemicals,  selected  toxic  elements,  nutrients,  and 
radionuclides. 

12.  Develops  new  or  amends  existing  food  standards  and  other 
regulations  that  are  intended  to  assure  the  fair,  accurate, 
and  honest  labeling  of  food  products.  Conducts  research  to 
develop  or  improve  analytical  methods  required  to  more  rapidly 
and  accurately  detect  economic  adulteration  in  foods. 

13.  Conducts  toxicological  research  studies  to  determine  the 
safety  of  cosmetics  and  cosmetic  ingredients  as  well  as 
develop  data  bases  to  more  precisely  quantify  the  health  risks 
involved  with  their  use. 

14.  Develops  and  improves  analytical  methodologies  to  identify  and 
quantify  any  hazardous  ingredients,  dangerous  additives,  or 
chemical  and  microbial  contaminants  in  cosmetic  products. 

15.  Conducts  inspections  and  sample  analyses  to  determine  that 
cosmetic  production  facilities  are  sanitary  and  that  cosmetic 
products  are  prepared,  packed,  and  held  in  accordance  with 
good  manufacturing  practices. 

Selected  Examples  of  Recent  Progress 

1.    Final  Regulations  for  Food  Labeling 

FDA  finished  developing  regulations  to  implement  the  Nutrition 
Labeling  and  Education  Act  of  1990  (NLEA)  .  The  rules  help  give 
consumers  better  information  about  the  nutritional  values  of  foods. 
This  was  the  most  extensive  food  labeling  reform  in  the  country's 
history.  Industry,  consumers,  academia,  and  trade  associations  had 
90  days  from  the  date  of  publication  to  comment  on  the  content  of 
the  20  proposals,  one  final  rule,  and  two  notices  that  were 
published  in  the  Federal  Register  on  November  27,  1991.  FDA 
cataloged  and  reviewed  over  40,000  comments  received  in  developing 
the  final  rules.   These  are  what  the  final  rules  focus  on: 

•  Reference  Daily  Intakes  and  Daily  Reference  Values; 
Mandatory  Status  and  Content  Revision. 

•  Serving  Sizes. 

•  Nutrient  Content  Claims,  General  Principles,  Petitions, 
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Definition  of  Terms. 

Definitions  of  Nutrient  Content  Claims  for  the  Fat,  Fatty 

Acid,  and  Cholesterol  Content  of  Food. 

"Cholesterol  Free,"  "Low  Cholesterol,"  and  "Fat  Free 

Percentage"  Claims. 

Requirements  for  Substitute  Foods  Named  by  Use  of  a 

Nutrient  Content  Claim  and  a  Standardized  Term. 

Use  of  Nutrient  Content  Claims  for  Butter. 

Federal  Preemption;  State  Petitions  Requesting  Exemption. 

State  Enforcement  Provisions  of  the  Nutrition  Labeling 

and  Education  Act  of  1990. 

General  Requirements  for  Health  Claims  for  Food. 

Dietary  Fiber  and  Cancer. 

Dietary  Fiber  and  Cardiovascular  Disease. 

Folic  Acid  and  Neural  Tube  Defects. 

Antioxidant  Vitamins  and  Cancer. 

Zinc  and  Immune  Function  in  the  Elderly. 

Omega-3  Fatty  Acids  and  Coronary  Heart  Disease. 

Calcium  and  Osteoporosis. 

Lipids  and  Cardiovascular  Disease. 

Dietary  Lipids  and  Cancer. 

Sodium   and   Hypertension;   Health   Claims   and   Label 

Statements. 

Ingredients  Declaration  and  Diluted  Juice  Beverages. 

Regulatory  Impact  Analysis  of  the  Proposed  Rules  to  Amend 

the  Food-Labeling  Regulations 

Under  the  new  rules,  consumers  can  be  confident  that  the  words  on 
a  food  label  accurately  reflect  what  is  in  the  package.  Estimates 
are  these  regulations  will  affect  more  than  257,000  food  labels  and 
will  impact  approximately  17,000  manufacturing  firms.  Nutrition 
labeling  will  be  mandated  for  virtually  all  processed  foods  and 
will  set  standardized  serving  sizes  for  131  food  categories.  One 
key  change — the  nutrition  panel  on  the  label  will  have  a  new,  more 
complete  format.  The  panel  will  include  not  only  nutrient  contents 
of  the  specific  food  product,  but  also  information  on  the 
relationship  of  the  ingredients  to  an  average  daily  caloric  intake. 
Moreover,  health  claims  will  be  allowed  where  valid  relationships 
have  been  established  between  the  nutrients  identified  and  the 
disease  in  question.  Other  new  provisions  include  consistency  in 
definitions  for  nine  core  descriptive  terms  such  as  "light"  or  "low 
fat." 

Although  NLEA  does  not  cover  meat  and  poultry  products,  which  are 
under  U.  S.  Department  of  Agriculture's  (USDA)  jurisdiction,  USDA's 
Food  Safety  and  Inspection  Service  (FSIS)  has  proposed  labeling 
requirements  for  these  foods.  FSIS  has  also  agreed  to  use  labeling 
consistent  with  FDA-regulated  foods. 
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2.    Food  and  Color  Additive  Petition  Review 

Food  Biotechnology  Policy;  On  May  29,  1992,  FDA  issued  a  statement 
of  policy  for  foods  derived  from  new  plant  varieties,  including 
plants  developed  by  recombinant  DNA  techniques.  The  statement 
reflects  FDA's  current  judgment  based  on  the  new  plant  varieties 
now  under  development  in  agricultural  biotechnology  research. 
Foods  developed  by  biotechnology  are  not  currently  on  the  market. 
However,  companies  are  researching  extensively  in  this  area,  and 
some  of  their  products  will  soon  be  commercialized.  Manufacturers 
have  sought  a  statement  on  how  these  products  would  be  regulated  so 
that  they  know  how  to  proceed. 

The  food  biotechnology  policy  addresses  important  food  safety 
issues  pertaining  to  the  host  plant,  donor  organisms,  and  new 
substances  that  may  be  introduced  into  the  food.  FDA's  science- 
based  approach  for  ensuring  food  safety  from  new  plant  varieties 
focuses  safety  evaluations  on  the  objective  characteristics  of  the 
food.  Substances  that  are  intentionally  added  to  food  as  a  result 
of  genetic  modification  by  any  technique  and  that  raise  safety 
questions  may  be  regulated  as  a  food  additive  under  section  409  of 
the  FD&C  Act,  thus  requiring  pre-market  approval.  Many  substances 
introduced  into  new  plant  varieties  are  not  expected  to  require 
pre-market  approval.  However,  to  assure  the  safe  introduction  of 
these  new  varieties,  FDA  has  included  as  central  to  its  policy 
statement  a  comprehensive  guidance-to-industry  section  to  help 
companies  do  their  own  internal  review  of  these  new  foods.  The 
questions  companies  must  resolve  while  developing  foods  from  new 
plant  varieties  include: 

has   the   concentration   of   any   naturally   occurring 
toxicants  in  the  plant  been  increased?; 
has  an  allergen  not  commonly  found  in  the  plant  been 
introduced? ; 

have  the  levels  of  important  nutrients  changed?; 
have  new  substances  been  introduced  into  the  food  that 
raise  safety  questions?; 
what  are  the  environmental  effects?; 

have  the  genetic  material  and  its  "expression  products" 
been  well  characterized?;  and 
•    have  accepted,  established  scientific  practices  been 
followed? 

The  guidance  section  outlines  a  decision-tree  approach  to  safety 
assessment,  identifying  scientific  questions  that  raise  sufficient 
concern  to  warrant  consultations  with  FDA.  This  section  also 
describes  the  objective  characteristics  of  substances  introduced 
that  will  trigger  pre-market  regulation  under  section  409  of  the 
Act. 
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FDA  Affirms  A  Second  Genetically  Engineered  Chymosin  as  Safe:  On 
February  25  FDA  affirmed  that  chymosin  enzyme  preparation  made  from 
a  genetically  modified  yeast,  Kluyveromyces  marxianus  variety 
lactis,  is  generally  recognized  as  safe  (GRAS) .  Chymosin  is  the 
principal  milk-clotting  enzyme  in  rennet,  which  is  used  to  make 
cheese  and  other  dairy  products.  Rennet  is  traditionally  derived 
from  the  stomach  of  calves,  kids,  or  lambs.  Using  techniques  of 
'recombinant-DNA  (deoxyribonucleic  acid)  technology,  scientists  have 
isolated  the  gene  responsible  for  producing  chymosin  and  are  able 
to  clone  it  into  other  organisms,  such  as  this  yeast,  which  has 
been  used  for  many  years  in  food  production.  In  affirming  that 
this  new  chymosin  preparation  is  also  GRAS,  FDA  noted  that  the 
enzyme  is  the  same  as  the  traditional  enzyme.  The  yeast  from  which 
it  is  derived  is  well  known  as  safe  for  food  use,  and  the 
techniques  used  are  well  established  and  understood  in  the 
scientific  community.  This  is  the  second  affirmation  by  FDA  that 
a  food  ingredient  produced  through  genetic  engineering  is  GRAS. 
The  first  was  for  a  chymosin  enzyme  preparation  produced  from  a 
different  organism. 

3.    Regulatory  Actions 

In  FY  1992,  FDA  identified  and  took  regulatory  action  against 
numerous  potentially  hazardous  or  otherwise  violative  products. 
For  instance,  FDA  initiated  seizure  actions  against  81  food 
products  and  2  against  cosmetic  products.  There  were  also  a  total 
of  558  recall  actions  against  foods.  Of  these  recalls,  40.9%  were 
due  to  microbial  hazard  and  sanitation  problems,  27.4%  were  due  to 
violations  of  food  and  color  additive  regulations,  13.2%  were  due 
to  food  economics  violations,  and  11.6%  were  chemical  contaminant 
problems.  Further,  FDA  initiated  injunctions  against  15  food 
products;  all  of  these  regulatory  actions  were  related  to 
biological  or  chemical  hazards  and  food  sanitation  violations. 

In  regulating  imported  products,  FDA  uses  detentions  as  the  main 
tool  for  preventing  violative  products  from  entering  the  Country. 
During  FY  1992,  33,493  detention  actions  were  initiated.  Of  this 
total,  32,646  were  against  foods  and  847  were  against  cosmetics. 

NAAG/AFDO/FDA  Working  Group  Takes  First  Joint  Action;  The  National 
Association  of  Attorneys  General  (NAAG) ,  Association  of  Food  and 
Drug  Officials  (AFDO) ,  and  FDA  Working  Group  on  Health  Fraud  is 
meeting  and  exchanging  information  on  possible  joint  health  fraud 
targets.  The  first  joint  target  was  guar  gum,  as  Iowa  officials 
had  found  that  General  Nutrition  Centers  (GNC)  were  selling 
Nature's  Way  guar  gum  capsules  and  promoting  them  for  weight  loss, 
despite  the  fact  that  FDA  had  banned  guar  gum  as  an  active 
ingredient  in  over-the-counter  weight-control  products. 
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On  March  13,  the  Iowa  attorney  general,  on  behalf  of  11  states 
(Arizona,  California,  Iowa,  Minnesota,  Missouri,  New  Mexico,  New 
York,  North  Carolina,  Pennsylvania,  Texas,  and  Wisconsin),  issued 
warning  letters  to  GNC  of  Pittsburgh,  Pennsylvania  (the  main 
distributor  of  the  capsules  nationwide),  and  to  Nature's  Way 
Products  of  Springville,  Utah.  On  March  16,  FDA  issued  a  warning 
letter  to  Nature's  Way  Products.  Additionally,  GNC  was  ordered  to 
recall  and  destroy  all  other  diet  products  containing  guar  gum. 

4.    Microbiological  Problems 

FDA  Acts  to  Prevent  Spread  of  Latin  American  Cholera  Epidemic; 
Many  of  the  countries  involved  in  the  cholera  epidemic  in  South  and 
Central  American  and  elsewhere  in  the  world  export  food  products  to 
the  U.S.  Thus,  the  spread  of  this  disease  poses  a  significant 
potential  threat  to  the  domestic  food  supply.  FDA  is  particularly 
concerned  about  the  possibility  of  Vibrio  cholerae  contamination  in 
imported  fresh  and  frozen  seafood  packed  in  ice  and  vegetables 
washed  with  water  from  affected  areas.  Surveillance  coverage  of 
these  products  is  done  under  the  general  import  surveillance 
program  and  several  special  assignments  which  focus  specifically  on 
products  susceptible  to  V.    cholerae   contamination. 

In  June  of  1992,  FDA  issued  a  new  surveillance  assignment  extending 
the  coverage  of  import  products  for  cholera  contamination  to  more 
countries  in  South  America,  Asia,  Africa,  and  the  Caribbean.  Asian 
countries  covered  under  this  new  assignment  include:  Bangladesh, 
India,  Indonesia,  Japan,  Korea,  Malaysia,  Myanmar,  Nepal,  China, 
Philippines,  Singapore,  Thailand  and  Vietnam.  African  countries 
include:  Algeria,  Angola,  Burundi,  Kenya,  Mauritania,  Nigeria, 
Malawi,  Morocco,  Mozambique,  Niger,  Nigeria,  Tanzania,  Zaire,  and 
Zambia.  Further,  the  products  of  two  Caribbean  countries — the 
Dominican  Republic  and  Haiti — will  be  covered.  The  assignment  also 
adds  coconut  products  (meat,  milk/ juice,  etc.)  to  the  list  of 
vegetables  and  fruits  to  be  sampled. 

FDA  continues  working  with  states  bordering  the  Gulf  of  Mexico  to 
test  water  and  seafood  products  to  determine  the  presence  of  V, 
cholerae  contamination.  Recently,  Dauphin  Island  in  Mobile, 
Alabama,  was  closed  to  oyster  harvesting  following  the  recovery  of 
toxin-forming  V.  cholerae-01  bacteria  in  oysters  obtained  from  that 
area. 

To  determine  the  source  of  V.  cholerae  contamination  in  domestic 
waters  along  the  Gulf  of  Mexico,  FDA  worked  with  the  Centers  for 
Disease  Control  (CDC) ,  the  Environmental  Protection  Agency  (EPA) , 
and  U.S.  Coast  Guard  to  test  the  ballast  water  of  freighters  making 
stops  in  the  ports  of  countries  involved  in  the  epidemic.  The 
ballast  water  of  4  of  the  104  ships  tested  were  found  to  be 
positive  for  the  South  American  strain  of  V.  cholerae.  FDA  is 
working  with  CDC,  EPA,  and  the  Coast  Guard  to  continue  the  testing 
of  water  from  these  freighters. 
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Moreover,  FDA  has  continued  to  work  with  PAHO  and  South  American 
countries  to  help  them  respond  to  the  cholera  epidemic.  A  major 
portion  of  FDA's  assistance  is  related  to  providing  the  affected 
countries  training  in  the  use  of  rapid  and  accurate  analytical 
methods  for  detecting  this  pathogen. 

B>lnon«ll»  in  Grade  A  Shell  Eggs:  FDA  and  the  USDA's  Animal  and 
Plant  Health  Inspection  Service  (APHIS)  announced  on  May  21,  1992, 
an  expanded  program  protecting  consumers  from  salmonella  in  grade 
A  shell  eggs.  This  will  be  done  through  more  testing,  better 
tracking  of  suspect  eggs  and  advice  on  safe  egg  storage,  handling 
and  cooking. 

The  joint  program  will  not  eradicate  salmonella  bacteria  or 
eliminate  all  risk  of  disease,  but  it  will  help  the  Agencies  deal 
more  effectively  with  the  problem  and  minimize  the  risk  to  the 
public  health.  The  joint  program,  which  will  result  in  greater 
efficiency,  caps  more  than  a  year  of  intense  and  fruitful 
discussions  between  FDA  and  USDA.  The  program  includes  breeder 
flock  testing,  research,  consumer  education  and  recommendations  to 
restaurant  managers,  retail  markets  and  institutions  on  storage, 
handling  and  cooking  of  eggs. 

A  highlight  of  the  program  was  the  signing  of  a  memorandum  of 
understanding  that  involves  testing  more  poultry  facilities  and  an 
expanded  ability  to  trace  eggs  involved  in  human  illness  to  the 
flock  of  origin.  The  agencies  will  conduct  joint  consumer 
education  and  research  projects.  Further,  they  are  pledging 
support  to  a  pilot  Salmonella  control  program  underway  in 
cooperation  with  the  State  of  Pennsylvania. 

FDA  Acts  to  Prevent  Salmonella  Enteritidis  Illness  in  Nursing 
Homes ;  A  recent  published  review  CDC  statistics  showed  the  number 
of  confirmed  illnesses  from  Salmonella  enteritidis  (S.e.)  is  far 
greater  in  nursing  homes  than  in  other  food-service  facilities. 
More  than  70  percent  of  all  fatalities  from  S.e.  occur  in  nursing 
homes.  This  statistic  indicates  that  this  population  may  be 
suffering  from  other  medical  complications  making  them  more 
susceptible  to  this  illness. 

This  prompted  FDA  to  modify  the  traditional  approach  in  promoting 
the  model  food-service  code.  FDA  now  serves  as  a  technical 
consultant  to  the  Health  Care  Financing  Administration  (HCFA)  on 
food  safety  issues.  Since  October  1991,  FDA  has  participated  in  10 
HCFA-sponsored  training  courses,  and  some  3,000  Federal,  State,  and 
Local  survey  officers  have  received  FDA  food  safety  training. 

FDA  cooperated  with  CDC  and  HCFA  to  produce  a  video  training 
package  on  food  safety  in  nursing  homes,  "Handle  With  Care: 
Preventing  Foodborne  Illness  in  Nursing  Homes."  The  package 
includes  the  following  items: 
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•  a  videotape  for  nursing  home  administrators  and  medical 
directors,  which  discusses  the  scientific  and  medical  aspects 
of  foodborne  illness  and  the  poor  kitchen  practices  that  can 
lead  to  illness; 

•  a  videotape  for  food  service  managers  and  workers  that  focuses 
on  kitchen  "do's  and  don'ts,"  but  also  emphasizes  the 
seriousness  of  the  issue  in  relation  to  the  elderly 
population; 

•  a  teaching  guide; 

•  a  copy  of  the  FDA  Consumer   article  on  the  subject; 

•  a  copy  of  FDA's  Model  Food  Service  Sanitation  Manual  and  HCFA 
Regulations: ;    and 

•  two  kitchen  food  safety  posters  (one  in  English  and  one  in 
Spanish) . 

The  training  packages  are  distributed  through  the  National 
Technical  Information  Service. 

5.    Pesticides  and  Chemical  Contaminants 

Pesticide  Surveillance;  In  September  1992,  FDA  published  its  fifth 
annual  report  describing  FDA's  pesticide  monitoring  program  and 
presents  findings  from  that  monitoring.  The  1991  report  explains 
the  three  approaches  FDA  uses  to  carry  out  its  pesticide  program, 
regulatory  monitoring,  incidence/ level  monitoring,  and  the  Total 
Diet  Study;  gives  results  for  Fiscal  Year  (FY)  1991;  and  summarizes 
the  findings  for  the  5  years  of  annual  report  publication. 

In  1991,  under  monitoring  designed  to  enforce  EPA  tolerances,  FDA 
analyzed  19,082  samples  of  domestically  produced  food  from  all  50 
states  and  Puerto  Rico  and  imported  food  from  102  countries.  Of 
these,  18,214  were  surveillance  samples,  collected  when  there  is  no 
evidence  that  a  shipment  might  contain  illegal  pesticide  residues. 
No  pesticide  residues  were  found  in  64%  of  the  8,281  domestic 
surveillance  samples,  less  than  1%  had  residues  that  were  over  EPA 
tolerances,  and  less  than  1%  had  residues  for  which  there  was  no 
established  tolerance  for  that  particular  pesticide/commodity.  Of 
the  9,933  import  surveillance  samples,  69%  had  no  residues 
detected,  less  than  1%  had  residues  that  were  over  tolerance,  and 
2%  had  residues  for  which  there  was  no  tolerance. 

Under  incidence/ level  monitoring,  three  projects  were  carried  out 
in  FY  91.  In  an  aquaculture  survey,  188  samples  of  shell  and  fin 
fish  were  analyzed  for  selected,  environmentally  persistent 
pesticides.  Low  levels  of  chlorinated  pesticide  residues  were 
found  in  some  samples,  but  none  exceeded  EPA  tolerances  or  FDA 
action  levels.    A  survey  of  pasteurized  whole  milk  from  U.S. 
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metropolitan  areas  found  that  residues  of  chlorinated  pesticides 
were  present  in  about  49%  of  the  806  samples.  These  pesticides 
have  not  been  registered  for  food  use  in  over  a  decade;  however, 
because  of  their  persistence  in  the  environment,  they  are  still 
present  at  low  levels  in  some  foods.  In  surveys  covering  a  variety 
of  foods,  including  baby  foods;  bananas  and  citrus  fruits;  dried 
beans,  dried  fruits,  and  rice;  foods  with  post-harvest  uses  and/or 
food  additive  tolerances;  and  processed  foods,  a  total  of  5,565 
analyses  were  performed  for  selected  pesticide  residues.  No 
residues  were  found  that  were  over  tolerance  or  for  which  there  was 
no  tolerance. 

A  summary  of  FDA's  pesticide  residue  findings  for  FY  87  -  FY  91 
shows  consistently  lo<'  numbers  of  violative  samples.  This  confirms 
the  safety  of  the  food  supply  relative  to  pesticide  residues. 

Lead  in  Food  and  Beverages  Monitored:  For  more  than  2  0  years,  FDA 
has  been  aware  of  the  potential  for  harmful  amounts  of  lead  to 
leach  from  ceramic  ware  holding  acidic  foods  such  as  tomatoes  and 
orange  juice.  FDA  traced  this  problem  to  ceramic  ware  pieces  that 
have  not  been  fired  at  sufficiently  high  temperatures  to  bind  the 
lead  and  prevent  it  from  leaching  into  foods.  FDA  took  several 
measures  to  deal  with  the  problem,  including  promulgating 
regulations  and  working  with  the  ceramic  ware  industry  on  a 
lead-reduction  program. 

FDA  issued  a  "Backgrounder"  paper  to  explain  the  Agency's  concern 
about  lead  leaching  from  ceramic  ware  and  to  give  information  on 
ways  consumers  can  minimize  exposure,  especially  from  older  ceramic 
ware  that  may  leach  lead  at  potentially  high  levels.  Cups,  mugs 
and  pitchers  are  of  particular  concern  because  they  are  frequently 
used  to  hold  hot  or  acidic  beverages  for  long  periods,  a  practice 
that  accelerates  the  release  of  lead. 

Concern  about  the  lead-based  ink  used  to  label  plastic  wrappers  on 
bread  prompted  FDA  to  meet  with  industry  representatives  from 
several  bakers  associations  and  printing  ink  manufacturers.  They 
discussed  the  potential  exposure  to  lead  by  consumers  who  turn  the 
bags  inside  out  and  reuse.  Most  associations  assured  FDA  that  they 
are  no  longer  using  lead-based  inks  or  are  phasing  them  out. 

FDA  Proposes  Ban  on  Lead  Foil  Wraps  for  Wines;  FDA  issued  a 
proposed  regulation  eliminating  the  use  of  lead  foil  wraps  on  the 
outside  rims  of  both  domestic  and  imported  wines.  The  proposal, 
published  in  the  November  25,  1992,  Federal  Register,  is  part  of  an 
ongoing  FDA  effort  to  reduce  consumer  exposure  to  lead  in  the  food 
supply. 

FDA  announced  its  plans  eliminating  the  lead  foil  wraps  last  year 
after  various  studies  showed  that  the  wraps  increased  the  level  of 
lead  that  may  be  present  in  wine  after  it  is  poured  from  the 
bottle.  The  wraps  may  leave  lead  residues  on  the  outside  rim  that 
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are  mixed  with  the  wine  when  it  is  poured.  The  studies  showed  that 
lead  levels  generally  were  higher  in  wines  with  the  lead  foil 
wraps,  after  pouring,  than  in  wines  packaged  without  lead  foil 
wraps. 

Lead-containing  foil  wraps  are  used  on  many  imported  and  domestic 
wines  to  cover  the  outside  neck  and  cork  of  the  wine  bottle.  The 
capsule  or  wrap  is  used  to  prevent  insect  infestation  of  the  cork 
and  as  an  oxygen  barrier.  Many  wine  producers  have  already  stopped 
using  lead  foil  wraps  on  their  products. 

Two  federal  agencies,  the  Bureau  of  Alcohol,  Tobacco  and  Firearms 
(BATF)  and  FDA,  share  Federal  oversight  of  alcoholic  beverages. 
BATF  has  regulations  governing  alcoholic  beverages,  including  some 
regulations  governing  labeling.  FDA  has  authority  for  regulating, 
as  food  additives,  substances  like  lead  that  may  reasonably  be 
expected  to  become  a  part  of  food.  FDA's  action  proposes  to 
declare  lead  foil  wraps  for  wines  to  be  a  food  additive  that  is 
unsafe,  and  further  proposes  to  prohibit  the  use  of  such  wraps  on 
wine  bottles.  FDA  advised  BATF  last  year  that  enforcement  action 
could  be  taken  against  wines  with  lead  levels  in  excess  of  300 
parts  per  billion. 

6.   Nutrition  Monitoring 

HHS  and  USDA  identified  three  broad  national  objectives  critical  to 
the  success  of  their  10-year  plan  for  a  comprehensive  national 
nutrition  monitoring  system  and  a  related  research  program.  This 
plan  is  required  under  the  National  Nutrition  Monitoring  and 
Related  Research  Act  of  1990.   These  objectives  are: 

(1)  Provide  for  a  comprehensive  National  Nutrition  Monitoring 
System  (NNMS)  through  continuous  and  coordinated  data 
collection. 

(2)  Improve  the  comparability  and  quality  of  data  across  the  NNMS. 

(3)  Broaden  the  research  base  for  nutrition  monitoring. 

NNMS  activities  have  been  grouped  into  five  measurement  parts: 
nutrition  and  related  health  measurements;  food  and  nutrient 
consumption;  knowledge,  attitudes,  and  behavior  assessments;  food 
composition  and  nutrient  data  bases;  and,  food  supply 
determinations . 

The  10-year  plan  emphasizes  improving  the  information  about 
selected  population  subgroups  and  effective  exchange  with  data 
users.  Expansion  of  information  on  the  dietary  and  nutritional 
status  of  specific  subgroups  in  the  population  is  an  important  part 
of  the  goal  of  creating  a  comprehensive  nutrition  monitoring 
system. 
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7.    Seafood  Program 


Seafood  Hotline  Established:  FDA  announced  the  start  of  a  "Seafood 
Hotline"  on  October  13,  1992  to  answer  questions  on  seafood  buying, 
handling  and  storage  for  home  consumption  and  on  seafood  labeling. 
The  hotline  was  set  up  to  help  consumers  directly  with  their 
particular  questions  on  buying  and  using  seafood  products. 

FDA  seafood  specialists  are  available  to  answer  questions  directly 
between  10  a.m.  and  2  p.m.,  EST,  Monday  through  Friday.  The 
hotline  is  also  available  24  hours  a  day  through  a  computerized 
information  retrieval  system  that  permits  callers  using  touch-tone 
phones  to  request  FDA  seafood  publications,  listen  to  prerecorded 
seafood  safety  messages  and  get  access  to  other  information. 

Agencies  Cooperate  on  Sampling  Venture  in  Massachusetts  Bay;  From 
May  26  through  June  2,  the  National  Oceanic  and  Atmospheric 
Administration  (NOAA) ,  EPA,  and  FDA  did  a  cooperative  sampling 
venture  in  Massachusetts  Bay.  EPA  and  NOAA  collected  sediment  and 
biological  samples  for  an  ecological  risk  assessment,  while  FDA 
collected  seafood  samples  for  a  human  health  risk  assessment. 

Areas  of  the  bay  have  been  a  disposal  site  for  toxic  and 
radioactive  waste  for  years.  Most  of  the  waste  was  disposed  of  in 
barrels  in  an  area  known  as  the  Massachusetts  Bay  Disposal  Site 
(MBDS) ,  or  simply  the  "foul  area."  Until  the  early  1970s,  waste, 
including  explosives  and  toxic  and  radioactive  material,  was 
legally  dumped  at  two  areas  in  the  bay.  Further,  dredge  materials 
have  been  disposed  of  in  an  area  just  east  of  the  MBDS.  FDA  and 
the  National  Marine  Fisheries  Service  have  advised  commercial  and 
recreational  fisherman  against  harvesting  bottom  dwelling  species 
in  the  "foul  area." 

FDA  collected  more  than  60  samples  of  seafood.  The  Winchester 
Engineering  and  Analytical  Center  will  analyze  for  radionuclides 
and  polynuclear  aromatic  hydrocarbons;  the  New  York  Regional 
Laboratory  will  test  for  methyl  mercury  and  arsenic;  and  the 
Buffalo  District  Laboratory  will  analyze  for  pesticides, 
polychlorinated  biphenyls,  lead,  and  cadmium.  To  date,  38  fish  and 
lobster  samples  collected  in  the  Massachusetts  Bay  "foul  area" 
survey  have  been  analyzed  for  gamma  emitters.  These  samples  did 
not  contain  detectable  gamma-emicting  radionuclides  of  concern. 
Five  samples  that  were  analyzed  for  strontium-90  did  not  contain 
detectable  levels.  The  analytical  data  generated  by  this  venture 
will  be  published  as  a  cooperative  effort  of  FDA,  NOAA,  and  EPA. 
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8.    Advances  in  Analytical  Methodologies 

During  1992,  FDA  continued  making  significant  advances  in  using  DNA 
technology  to  produce  faster,  more  accurate,  and  more  practical 
methods  for  the  detection  of  microbial  pathogens  in  foods.  Several 
of  these  accomplishments  involved  use  of  polymerase  chain  reaction 
(PCR)  based  methods  and  include:  (l)  development  of  a  PCR-based 
method  for  the  rapid  detection  of  Vibrio  cbolerae  in  food.  Field 
laboratory  personnel  were  trained  to  use  this  method  as  a  pre- 
screen  of  foods  tested  in  a  vibrio  survey;  and  (2)  development  of 
a  PCR-based  method  for  the  rapid  detection  of  Hepatitis  A  virus. 
This  method  will  be  ready  for  field  testing  in  FY  93. 
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HUMAN  DRUGS 

STATUS  OF  PROGRAM 

The  Hunan  Drugs  program  is  responsible  for  assuring  that  all  drug 
products  used  for  the  prevention,  diagnosis,  and  treatment  of 
disease  in  the  U.S.  are  safe  and  effective,  properly  labeled,  and 
that  information  on  proper  use  is  available  to  all  users. 

Current  Activities.   To  accomplish  these  responsibilities,  FDA: 

1.  Evaluates  the  safety  and  effectiveness  of  drugs  before 
permitting  marketing,  and  monitors  and  audits  preclinical  and 
clinical  testing  of  new  drugs,  and  conducts  pre-approval 
inspections  of  drugs  subject  to  applications  to  assure 
compliance  with  current  good  manufacturing  practices, 
application  commitments,  and  data  integrity. 

2.  Monitors  the  short  and  long-term  effects  of  marketed  drugs, 
including  their  utilization,  to  discover  potential  safety 
problems  and  establish  a  scientific  basis  for  regulatory 
actions. 

3.  Develops  and  publishes  monographs  for  monitoring  over-the- 
counter  drug  products  on  the  market. 

4.  Monitors  the  quality  of  marketed  products  through  surveillance 
and  compliance  actions;  conducts  inspections  of  manufacturing 
establishments  to  ensure  compliance  with  established 
regulations  and  good  manufacturing  practices  and  removes  those 
products  from  the  marketplace  not  meeting  standards,  including 
fraudulent  health  products. 

5.  Conducts  research  to  establish  product  standards  and  develops 
analytical  methodology  and  improved  test  methods. 

6.  Monitors  product  advertisements  and  promotional  labeling  and 
enforces  requirements  for  accurate  and  balanced 
representations . 

7.  Maintains  the  integrity  of  the  distribution  system  for 
marketed  prescription  drugs  by  investigating  and  taking 
corrective  action  against  individuals  or  parties  that  divert, 
or  contribute  to  the  diversion  of,  prescription  drug  products 
and  prescription  drug  samples. 
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Selected  Examples  of  Recent  Progress; 

1.   Generic  Drugs 

The  major  restructuring  of  the  Office  of  Generic  Drugs ' s  (OGD) 
management  which  was  begun  in  1991,  has  resulted  in  several 
initiatives  to  improve  productivity.  Use  of  New  Drug  Evaluation 
chemists  to  review  generic  drug  applications  and  an  aggressive 
recruiting  effort  to  fill  the  OGD  chemistry  branches  resulted  in 
reducing  the  backlog  of  pending  applications  from  1,200  in  1990  to 
421  in  September  1992.  The  backlog  of  pending  chemistry 
supplements  was  reduced  from  3,400  in  June  1990  to  793  as  of 
September  1992.  The  median  length  of  a  review  cycle  for 
applications,  excluding  minor  amendments,  has  decreased  from  a  high 
of  14.5  months  in  December  1990  to  about  five  months  in  September 
1992. 

OGD  continued  to  implement  a  "Management  Plan,"  initially  developed 
in  1991,  which  documented  26  management  initiatives  to  continue  to 
improve  the  timeliness  and  quality  of  reviews.  Examples  of 
initiatives  include:  1)  a  study  on  common  labeling  deficiencies 
provided  to  industry  to  improve  the  quality  of  submissions,  and  2) 
development  of  criteria  for  the  initial  screening  of  applications 
to  allow  filing  only  those  applicants  which  are  substantially 
complete . 

Improvements  in  scheduling  and  tracking  pre-approval  inspections 
were  made.  The  compliance  program  was  updated  to  include 
instructions  for  inspections  and  samples  of  Antibiotic  Abbreviated 
Drug  Applications  (AADAs) .  In  addition,  the  Office  of  Generic 
Drugs  and  Office  of  Compliance  work  closely  to  assure  that 
applications  near  approval  are  identified  to  the  Office  of 
Regulatory  Affairs  as  early  as  possible  as  high  priority 
assignments. 

The  Generic  Drugs  Advisory  Committee  (GDAC)  met  in  April  1992,  to 
discuss  the  regulatory  issues  related  to  the  manufacture  of  generic 
drugs,  including  such  topics  as  formulation  development,  biobatch 
manufacture  and  scale-up,  production  manufacturing  and  validation, 
post-approval  changes  and  quality  and  performance  controls. 
Representatives  of  the  generic  drug  industry  also  presented 
arguments  to  the  Committee  about  bioequivalence  issues  related  to 
their  pending  applications. 

Enforcement:  In  1992,  FDA  continued  its  vigorous  campaign  of 
enforcement  actions  which  for  more  than  three  years  have  been  aimed 
at  removing  generic  drugs  that  the  Agency's  investigations  have 
shown  were  approved  on  the  basis  of  fraudulent  submissions  from 
certain  manufacturers  from  the  market,  and  to  seek  legal  actions  to 
punish  corporate  officials  responsible  for  these  criminal 
violations.  Twenty  firms  involving  234  products  have  been  found 
with  fraudulent  data.   Seven  hundred  and  five  products  have  been 

82 


278 


recalled,  the  therapeutic  equivalence  codes  of  205  products  have 
been  downgraded,  and  215  products  have  had  ANDA  approvals  withdrawn 
by  the  Agency.  Approximately  600  additional  ANDAs  have  been 
withdrawn  by  the  20  firms  involved  in  fraudulent  actions.  In  a 
significant  number  of  cases,  the  firms  requested  withdrawal  after 
FDA  told  them  of  evidence  of  fraud,  or  after  their  internal  audits 
disclosed  fraud.  Through  1992,  32  individuals  and  eight  firms  have 
been  convicted  of  crimes  relating  to  the  approval  process,  and  more 
convictions  are  expected.  FDA  has  begun  debarment  proceedings  for 
those  individuals. 

2.   Acquired  Immune  Deficiency  Syndrome  (AIDS^ 

FDA  is  responsible  for  the  approval  of  safe  and  effective  drugs 
used  in  the  treatment  of  human  immunodeficiency  virus  (HIV) 
infection,  AIDS,  and  AIDS-associated  opportunistic  diseases.  FDA 
is  also  responsible  for  regulating  investigational  new  drug 
applications  (INDs) . 

Special  emphasis  is  being  placed  on  ensuring  the  most  timely  and 
efficient  premarketing  review  possible  of  drug  products  that  offer 
promise  for  diagnosing,  treating,  or  preventing  HIV  and  HIV-related 
diseases.  FDA's  strong  commitment  was  demonstrated  by  the 
expedited  approval  of  zalcitabine  (ddC)  in  June  1992,  for  use  in 
combination  with  AZT  as  a  treatment  option  for  adult  patients  with 
advanced  HIV  infection.  This  drug,  which  was  approved  in  7.6 
months,  was  the  first  drug  approved  under  the  new  accelerated 
approval  mechanism,  originally  proposed  in  April  1992  and  made 
final  on  December  11,  1992.  Under  the  accelerated  approval 
mechanism,  FDA  will  use  surrogate  endpoints  that  reasonably  suggest 
clinical  benefit,  and  then  further  confirm  its  benefit  through 
additional  human  studies  that  will  be  carried  out  after  marketing 
approval.  If  additional  review  determines  that  the  therapy  is 
without  the  intended  clinical  benefit,  the  drug  can  be  removed  from 
the  market. 

Other  important  AIDS  drug  approvals  included  rifabutin,  the  first 
drug  approved  to  prevent  Mycobacterium  avium  complex  (MAC)  disease 
in  people  with  advanced  HIV  infection,  and  atovaquone  for  treating 
mild  to  moderate  Pneumocystic  carinii  pneumonia  (PCP)  in  patients 
who  are  intolerant  of  trimethoprim-sulfamethoxazole,  the  standard 
therapy.  These  approvals  took  11.2  months  and  7.1  months, 
respectively. 

In  July  1992,  FDA  helped  sponsor  a  workshop  to  evaluate  research 
concerning  neural  damage  related  to  HIV  infection  and  AIDS 
therapies.  This  workshop  also  considered  future  directions  for 
research  in  the  area  of  neurotoxicity  and  AIDS.  At  the  October 
meeting  of  the  Inter-Science  Conference  on  Antimicrobial  Agents  and 
Chemotherapy,  FDA  sponsored  a  one-day  workshop  to  educate  industry, 
academic  and  government-based  researchers  on  the  FDA  perspective 
regarding  the  preclinical  evaluation  of  activity  for  potential  HIV 
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therapeutics.  Through  these  activities  and  others  like  them,  FDA 
is  pursuing  ways  to  expedite  the  development  and  review  of  drugs  to 
treat  HIV  and  HIV-related  diseases. 

3.   Research  Efforts 

Focused  regulatory  research  at  FDA  is  an  integral  part  of  the  drug 
review  and  development  processes.  The  drug  review  process 
identifies  needs  for  pre-clinical  and  clinical  data  that  could 
facilitate  and  speed  the  development  of  potential  therapeutic 
entities  and  their  availability  to  patients. 

The  overall  goal  is  to  provide  flexible  laboratory  capabilities  to 
react  to  new  and  emerging  issues  and  problems  while  maintaining  a 
set  of  core  projects  of  continuing  interest  and  importance.  As 
drugs  enter  into  pre-clinical  and  clinical  testing  and  product 
applications  are  filed  with  the  Agency,  priorities  change  quickly. 
For  example,  the  final  stages  of  approval  of  taxol,  a  promising 
therapy  for  ovarian  and  breast  cancer,  stimulated  FDA's 
collaborative  research  with  the  National  Cancer  Institute  to  ensure 
improved  use  of  this  drug,  accentuated  by  the  exceptionally  short 
supply  of  this  drug. 

This  year  has  been  the  first  full  year  of  operation  of  the  AIDS 
Research  Laboratory  in  the  Agency's  Division  of  Antiviral  Drug 
Products.  The  unique  focus  of  this  laboratory  is  its  physical 
proximity  to  the  review  offices,  which  enables  the  Agency's 
scientists  to  serve  both  as  drug  application  reviewers  and 
researchers  in  the  anti-viral  drug  area. 

Drug  interactions  are  a  major  regulatory  concern.  Because  it  is 
not  possible  to  screen  all  possible  combinations  in  clinical 
studies,  many  of  these  interactions  are  first  discovered  as  adverse 
drug  reactions  in  our  postmarketing  surveillance  activities.  FDA 
is  pursuing  the  validation  of  screening  systems  in  vitro  which 
greatly  expand  the  efficiency  of  pre-market  testing  and  can  help 
identify  problematic  and  potentially  life-threatening  interactions 
before  widespread  patient  use. 

FDA  performs  drug  quality  assurance  testing  mandated  by  federal 
regulations  and  specifications.  In  addition,  this  unit  is  actively 
conducting  research  which  aims  to  minimize  the  use  of  animals  in 
drug  development  and  quality  assurance  testing. 

In  addition  to  laboratory-based  research,  advances  in 
pharmacokinetics/pharmacodynamics  modeling  and  data  analysis 
techniques  (pharmacometric  research)  will  serve  to  maximize  the 
likely  benefit  of  a  drug  while  minimizing  risk  to  a  patient  by 
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expanding  the  use  of  clinical  data,  including  identification  of 
patient  characteristics  that  optimize  drug  effects  or  predispose  a 
patient  to  adverse  effects.  FDA's  Division  of  Biopharmaceutics  has 
recruited  staff  with  expertise  in  this  area  and  has  initiated  an 
internal  training  and  research  program. 

FDA  continues  to  be  collaboratively  involved  in  extramural  clinical 
pharmacology  research  activities  with  Johns  Hopkins  University,  the 
University  of  Maryland,  and  Georgetown  University.  These  projects 
include  evaluation  of  clinical  performance  criteria  for  metered- 
dose  inhalers  which  are  extremely  important  "first-line"  dosage 
forms  in  the  treatment  of  respiratory  disease,  pharmacodynamic 
correlations  for  the  anti-AIDS  drugs  AZT  and  DHPG,  and  digoxin 
bioavailability. 

4.  The  New  Drug  Review  Process 

Achieving  improvements  in  the  new  drug  regulation  process  has  been, 
and  remains  a  top  priority  for  FDA.  As  evidence  of  this,  in  1992, 
FDA  approved  86  New  Drug  Applications  (NDAs)  ,  including  30  new 
chemical  entities,  and  27  Computer  Assisted  New  Drug  Applications 
(CANDAs) . 

FDA's  commitment  to  expedite  the  availability  and  approval  of 
promising  new  cancer  therapies  was  demonstrated  by  the  quick 
response  to  taxol,  a  drug  for  treating  ovarian  cancer  that  has 
failed  to  respond  to  other  chemotherapy,  or  has  progressed 
afterward.  Taxol  was  initially  made  available  in  July  1992  under 
a  treatment  IND  with  a  Group  C  designation,  which  allows  the 
National  Cancer  Institute  to  make  the  therapy  available  through  its 
cancer  treatment  centers.  FDA  later  approved  the  drug  on  December 
29,  1992  in  only  5.3  months. 

FDA  views  computer  technology  as  a  promising  way  of  making  the  new 
drug  application  review  process  more  efficient.  As  such,  FDA  is 
committed  to  continuing  to  explore  the  use  of  automated  technology 
via  the  CANDA  program  and  is  both  educating  and  encouraging  its  own 
staff  and  urging  the  industry  to  accelerate  their  efforts  in  this 
area  so  that  by  FY  1995  virtually  all  submissions  to  the  Agency 
will  be  either  full  CANDAs  or  have  major  automated  components. 
From  FDA's  experience  with  CANDAs,  it  has  been  found  that  CANDAs 
have  clearly  facilitated  FDA  reviewers  access  to  submission 
information;  have  clearly  improved  communications  between  sponsors 
and  the  FDA;  have  enabled  sponsor  companies  to  have  a  better 
understanding  of  the  review  process;  and,  also  enhanced  the  quality 
of  the  NDA  review. 

5.  New  Drug  Regulations  and  Policies 

A  proposed  policy  on  parallel  track  was  published  in  the  Federal 
Register  in  May  1990,  and  finalized  on  April  15,  1992.  The  policy 
makes  promising  investigational  drugs  for  HIV-related  diseases  more 
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widely  available  under  "parallel  track"  protocols  while  the 
controlled  clinical  trials  essential  to  establish  the  safety  and 
effectiveness  of  new  drugs  are  carried  out.  Stavudine  (d4T)  was 
the  first  drug  submitted  for  consideration  under  the  parallel  track 
policy.  The  protocol  was  allowed  to  proceed  on  October  5,  1992. 
FDA  is  attempting  to  assure  that  the  availability  of  a  drug  under 
the  parallel  track  program  does  not  interfere  with  the  drug 
sponsor's  ability  to  carry  out  well-controlled  studies  on  the  drug 
and  does  not  encourage  patients  with  other  approved  treatment 
alternatives  to  resort  to  untested  investigational  drugs. 

In  the  Federal  Register  of  December  11,  1992,  FDA  published  new 
procedures  under  which  FDA  will  accelerate  approval  of  certain  new 
drugs  and  biological  products  for  serious  or  life-threatening 
illnesses,  with  provision  for  required  continued  study  of  the 
drugs'  clinical  benefits  after  approval  or  for  restrictions  on 
distribution  or  use,  if  necessary.  These  procedures  are  intended 
to  provide  expedited  marketing  of  drugs  for  patients  suffering  from 
serious  or  life-threatening  illnesses  when  the  drugs  provide 
meaningful  therapeutic  advantage  over  existing  treatment. 

Accelerated  approval  will  be  considered  in  two  situations:  1)  when 
approval  can  be  reliably  based  on  evidence  from  adequate  and  well- 
controlled  studies  of  the  drug's  effect  on  a  surrogate  endpoint 
that  reasonably  suggests  clinical  benefit  or  evidence  of  the  drug's 
effect  on  a  clinical  endpoint  other  than  survival  or  irreversible 
morbidity,  pending  completion  of  studies  to  establish  and  define 
the  degree  of  clinical  benefits  to  patients;  and  2)  when  FDA 
determines  that  a  drug,  effective  for  the  treatment  of  a  disease, 
can  be  used  safely  only  if  distribution  or  use  is  modified  or 
restricted.  For  drugs  and  biological  products  approved  under  these 
procedures,  there  is  a  provision  for  an  expedited  withdrawal 
process  for  products  that  are  later  found  not  to  have  sufficient 
demonstration  of  safety  or  effectiveness. 

6.   Strengthening  Postmarketing  Surveillance  Activities 

FDA  continues  to  monitor  drugs  after  approval  to  detect  those 
safety  problems  which  only  become  evident  in  postmarketing 
conditions  of  use.  The  Spontaneous  Reporting  System  currently 
contains  over  750,000  adverse  drug  event  reports  (ADE) .  Over 
110,000  reports  of  adverse  drug  events  were  received  from  drug 
manufacturers  in  1992  according  to  their  requirements  under  the 
adverse  drug  reactions  reporting  regulations  (21  CFR  314.80  and  21 
CFR  310.305).  An  additional  13,000  reports  of  ADEs  were  received 
directly  from  health  professionals.  Each  report  was  automated  and 
evaluated  for  evidence  of  unknown  adverse  events.  There  were  42 
monitored  adverse  events  in  1992,  which  are  serious  drug-adverse 
event  associations  that  fall  outside  the  labeling  for  the  drug. 
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Once  a  signal  of  an  unknown  serious  adverse  drug  event  is  detected, 
phannacoepidemiologic  methods  are  used  to  assess  the  strength  and 
the  importance  of  the  association.  Using  available  drug  use  data, 
Medicaid  data  and  data  available  from  several  longitudinal  patient- 
linked  data  bases,  FDA  estimates  the  risk  of  a  drug-ADE 
association.  There  were  over  400  postmarketing  issues  investigated 
during  1992. 

Assurance  of  drug  quality  is  another  important  part  of  FDA's 
postmarketing  surveillance  program.  Reports  of  drug  quality 
problems  are  reported  to  and  investigated  by  FDA  with  consequent 
correction  of  manufacturing  procedures  by  the  pharmaceutical 
industry . 

7.   Over-the-counter  fOTC^  Monograph  Development 

Through  rulemaking  procedures,  the  Agency  continued  to  establish 
standards  for  therapeutic  categories  of  OTC  drugs  by  publishing 
final  monographs  or  regulations  in  the  FEDERAL  REGISTER.  To  date, 
43  final  rules  have  been  published. 

In  1992,  the  following  over-the-counter  (OTC)  documents  were 
published  in  the  FEDERAL  REGISTER: 

Final  Rules 

Antifungal  Diaper  Rash  Drug  Products 

Antihistamine  Drug  Products 

Expectorant  (Ipecac)  Drug  Products 

External  Analgesic  Diaper  Rash  Drug  Products 

Male  Genital  Desensitizing  Drug  Products 

Orally  Administered  Fever  Blister  Treatment  Drug  Products 

Ophthalmic  (Anti-Infective)  Drug  Products 

Final  Rule  Amendments 

Antitussive  Drug  Products  (2) 

Bronchodilator  Drug  Products 

Corn  and  Callus  Remover  Drug  Products 

Expectorant  Drug  Products 

Wart  Remover  Drug  Products 

Proposed  Rules 

Status  of  Category  II  and  III  Certain  Additional  Active 
Ingredients  Drug  Products 
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Tentative  Final  Amendments 

Anticaries  Drug  Products 
Laxative  Drug  Products 
Nasal  Decongestant  Drug  Products 
Oral  Health  Care  Drug  Products 

/    Notices  of  Enforcement  Policy 

Antacid  and  Acetaminophen  Combination  Drug  Products 
Combination  Drug  Products  Containing  Potassium  Nitrate  and 
an  Anticaries  Ingredient 

8.  Drug  Enforcement  Actions 

The  generic  drugs  scandal  of  1989  -  1990  continues  to  generate 
significant  enforcement  actions  for  this  Agency.  in  cases 
involving  discovery  of  falsification  or  integrity  problems  with 
pre-  and  post-approval  data  submitted  to  the  Agency,  FDA  has 
withdrawn  the  approvals  of  215  applications.  In  associated 
criminal  cases,  eight  corporations  and  32  individuals  have  been 
convicted  of  federal  felony  charges,  resulting  in  multi-million 
dollar  fines  and  individual  sentences  of  up  to  five  years' 
imprisonment.  In  civil  regulatory  actions,  FDA  has  enjoined  more 
than  10  firms  or  seized  products  for  adulterated  and/or  misbranded 
products.  One  recent  preliminary  injunction  case  (the  U.S.  vs. 
Barr  Pharmaceutical,  Inc.)  resulted  in  a  landmark,  80-page  decision 
by  Judge  Alfred  Wolin  of  the  U.S.  District  court  for  the  District 
of  New  Jersey.  In  his  decision.  Judge  Wolin  provided 
interpretations  of  the  Current  Good  Manufacturing  Practices 
Regulations  which  will  provide  benchmarks  for  future  enforcement 
actions. 

9.  Prescription  Drug  Advertising  and  Labeling 

In  1992,  FDA  continued  to  regulate  prescription  drug  advertising 
and  labeling  by  monitoring  all  prescription  drug  promotions; 
enforcing  the  existing  Agency  policies  that  regulate  those 
promotions;  and,  developing  new  policies  to  support  the 
surveillance  and  enforcement  efforts. 

Surveillance  and  Enforcement.  The  Agency  furthered  its  effort  to 
regulate  drug  advertising  by  issuing  Warning  Letters  and  guidance 
letters  to  industry.  FDA  sent  a  letter  to  manufacturers  of  inhaled 
steroid  products  concerning  the  issue  of  providing  fair  balance 
between  the  potential  risks  and  potential  benefits  of  the  products 
in  promotional  materials.  Another  letter,  to  all  application 
holders  of  ionic  and  nonionic  contrast  agents,  reminded  them  that 
superiority  claims  and  claims  of  differential  or  comparable  safety 
must  not  be  made  in  promotional  materials  unless  there  is 
adequately  supportive,  clinically  relevant  evidence  for  such 
claims.   Finally,  manufacturers  of  nicotine  transdermal  systems 
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(and  nicotine  "gum")  were  sent  a  letter  reminding  them  of  the 
importance  of  promoting  their  product (s)  within  the  products' 
appropriate  context  for  use. 

Policy  Development.  In  1992,  the  Agency  continued  to  develop 
policies  to  support  its  regulatory  efforts.  Comments  on  a 
previously  published  concept  paper  were  reviewed,  summarized  and 
incorporated,  where  appropriate,  into  a  draft  policy  concerning 
industry-supported  scientific  and  educational  activities.  The 
Agency  continued  to  refine  its  policies  concerning  the  promotion  of 
pharmaceutical  products  in  audiovisual  media  and  direct-to-consumer 
advertising  of  prescription  drug  products.  In  addition,  the  Agency 
began  a  review  of  its  policies  regarding  economic  claims  made  in 
promotions  of  prescription  drug  products. 

Additional  Measures.  FDA  has  also  continued  its  research, 
education  and  outreach  activities.  Work  continued  on  a  number  of 
research  projects  related  to  communications  about  prescription 
drugs  to  important  target  audiences,  including  conducting  an 
updated  national  survey  of  information  received  by  patients  about 
the  drugs  prescribed  for  them  and  completing  the  exploratory  phase 
of  a  study  of  physicians'  perceptions  of  prescription  drug  labeling 
and  the  summary  of  prescribing  information  included  in  prescription 
drug  advertising. 
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ORPHAN  PRODUCTS  DEVELOPMENT 

STATUS  OF  PROGRAM 

FDA  continues  to  carry  out  a  program  encouraging  the  development  of 
drugs,  biologicals,  medical  devices  and  medical  foods  for  rare 
diseases  and  conditions.  The  agency  met  with  eight  potential 
sponsors  of  orphan  drugs  in  1992.  The  sponsors  were  given 
information  on  the  development  of  these  drugs  and  guidance  on 
applying  for  "designation"  as  an  orphan  drug  under  the  Federal 
Food,  Drug  and  Cosmetic  Act.  It  is  anticipated  that  such  help  will 
be  continued  at  this  level  in  1993  and  1994. 

During  1992,  FDA  completed  scientific  reviews  on  76  new  sponsor 
requests  for  designation  of  drugs  as  orphan  drugs  in  addition  to  27 
applications  submitted  prior  to  1992  and  amended  in  response  to  FDA 
letters.  As  part  of  the  review,  the  sponsor  is  required  to  submit 
data  adequately  demonstrating  the  use  of  the  drug  for  diseases  or 
conditions  affecting  less  than  200,000  people  in  the  U.S.  Based  on 
these  reviews,  58  drugs  received  designation  as  orphan  drugs  during 
the  year.  A  total  of  566  designation  have  been  made  since  the 
enactment  of  the  Orphan  Drug  Act.  It  is  estimated  that  the  FDA 
will  review  80  sponsor  requests  for  orphan  designation  in  1993. 

Under  the  FDA  Orphan  Products  Grants  Program  $2,141,158  was  awarded 
for  15  new  studies  in  1992.  These  studies  were  designed  to  provide 
information  on  human  safety  and  effectiveness  of  12  drug,  two 
medical  foods  and  one  medical  device  for  diseases  and  conditions 
like:  Hyperphenylalaninemia ,  Pneumocystis  in  Children,  Periodic 
Paralysis,  Cystic  Fibrosis,  Sickle  Cell  Anemia,  Intestinal  Graft- 
Versus-Host  Disease  and  X-linked  Hypophosphatemic  Rickets. 
Additionally,  $7,003,842  was  spent  during  the  year  for  continuation 
studies  begun  in  prior  years. 

These  designated  orphan  drugs  were  approved  for  marketing  in  1992: 

Aldesleukin  (Proleukin)  -  Treatment  of  metastatic  renal  cell 
carcinoma. 

Alkeran  for  Injection  (Melphalan)  -  Treatment  of  patients  with 
multiple  myeloma  for  whom  oral  therapy  is  inappropriate. 

Atovaquone  (Mepron)  -  Treatment  of  AIDS  associated  Pneumocystis 
carinii  pneumonia  (PCP) . 

Baclofen  (Lioresal  Intrathecal)  -  Treatment  of  intractable 
spasticity  caused  by  spinal  cord  injury,  multiple  sclerosis,  and 
other  spinal  diseases  (including  spinal  ischemia,  spinal  tumor, 
transverse  myelitis,  cervical  spondylosis,  and  degenerative 
myelopathy) . 
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Coagulation  Factor  IX  (Mononine)  -  Replacement  treatment  and 
prophylaxis  of  the  hemorrhagic  complications  of  hemophilia  B. 

Dronlabinol  (Marinol)  -  For  the  stimulation  of  appetite  and 
prevention  of  weight  loss  in  patients  with  a  confirmed  diagnosis  of 
AIDS. 

Halofantrine  (Halfan)  -  Treatment  of  mild  to  moderate  acute  malaria 
caused  by  susceptible  strains  of  P.  falciparum  and  P.  vivax. 

Levocarnitine  (Carnitor)  -  Treatment  of  primary  and  secondary 
carnitine  deficiency  of  genetic  origin. 

Nafarelin  acetate  (Synarel  nasal  solution)  -  Treatment  of  central 
precocious  puberty. 

Rifabutin  (Mycobutin)  -  prevention  of  disseminated  mycobacterium 
avium  complex  (MAC)  disease  in  patients  with  advanced  HIV 
infection. 

Satumomab  pendetide  (Oncoscint  CR/OV)  -  Detection  of  ovarian 
carcinoma. 

Sotalol  Hcl  (Betapace)  -  Treatment  of  life-threatening  ventricular 
tachyarrhythmias . 

Teniposide  (Vumon  for  injection)  -  Treatment  of  refractory 
childhood  acute  lymphocytic  leukemia  (ALL) . 

Zalcitabine  (HIVID)  -  Treatment  of  AIDS. 
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BIOLOGICS 

STATUS  OP  PROGRAM 

The  Biologies  program  is  responsible  for  assuring  the  safety, 
effectiveness,  purity,  and  potency  of  biological  products  and  for 
assuring  the  safety  of  the  nation's  supply  of  blood  and  blood 
products. 

Current  Activities.   To  accomplish  these  responsibilities,  FDA: 

1.  Administers  an  Acquired  Immune  Deficiency  Syndrome  (AIDS) 
program,  including  research  on  AIDS  diagnostic  tests, 
therapeutic  products,  and  vaccines  and  maintains  liaison  with 
the  PHS  Office  of  AIDS  Coordination. 

2.  Evaluates  the  safety  and  effectiveness  of  biological  products 
before  marketing  and  monitors  the  preclinical  and  clinical 
testing  of  new  biological  products. 

3.  Issues  licenses  to  manufacturing  establishments  including 
plasmapheresis  centers,  blood  banks,  vaccine  producers,  and 
others;  and  issues  licenses  for  biological  products. 

4.  Maintains  the  quality  of  marketed  products  through 
surveillance  and  compliance  actions:  conducts  inspections  of 
licensed  and  unlicensed  biological  manufacturing 
establishments  to  assure  compliance  with  established 
regulations  and  good  manufacturing  practices;  removes  from  the 
marketplace  those  products  that  do  not  meet  established 
standards. 

5.  Conducts  potency  and  safety  tests  of  licensed  biological 
products  before  they  are  released  for  marketing. 

6.  Maintains  up-to-date  knowledge  of  biotechnological 
techniques  and  methodologies  to  foster  the  development  of 
new  products  and  provide  a  sound  scientific  basis  for 
their  regulation. 

7.  Sponsors  and  conducts  research  to  establish  product  standards 
and  develop  analytical  methodologies  and  improved  test 
methods. 

8.  Registers  regulated  manufacturing  and  blood  banking 
establishments;  maintains  listings  of  all  biological  products 
commercially  marketed  in  the  U.S. 

9.  Develops  regulations,  including  Current  Good  Manufacturing 
Practices  (CGMP)  regulations  and  compliance  programs  and 
provides  support  and  guidance  to  the  Field  on  legal  actions 
and  case  development. 
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10.  Presents  to  Advisory  Committees  available  data  relating  to  the 
safety,  effectiveness,  and  appropriate  use  of  specific 
biological  products. 

Selected  Examples  of  Recent  Progress: 

1 .   Acquired  Immune  Deficiency  Syndrome  (AIDS) 

As  the  AIDS  epidemic  enters  its  second  decade  and  sources  predict 
the  global  number  of  documented  cases  of  AIDS  will  increase  tenfold 
by  the  year  2000,  FDA  continues  intensified  efforts  to  combat  AIDS 
through  biological  products  intended  for  the  diagnosis,  prevention, 
and  treatment  of  AIDS  and  AIDS-related  diseases. 

FDA  has  received  40  AIDS  INDs  during  1992  bringing  the  cumulative 
total  since  1984  to  235  original  applications.  A  majority  of  AIDS 
applications  received  in  1992  are  for  biotechnology-derived 
products. 

FDA's  applied  research  activities  have  played  a  significant  role  in 
the  development  of  vaccines,  therapeutic  agents,  and  test  kits  for 
possible  use  in  AIDS  and  AIDS-related  conditions  by  defining 
parameters  that  must  be  met  regardless  of  product  or  sponsor.  FDA 
continues  to  enlarge  the  scope  of  its  AIDS-related  activities  as 
new  data  on  HIV,  AIDS,  and  AIDS-related  diseases  accumulate  and  as 
clinical  trials  of  new  therapies,  vaccines,  and  diagnostic  tests 
expand . 

Protection  of  the  Nation's  Blood  Supply.  Although  the  risk  of 
acquiring  human  immunodeficiency  virus  (HIV)  by  transfusion  of 
blood  has  been  almost  eliminated,  FDA  continued  activities  to 
further  reduce  such  risk  and  ensure  the  safety  of  the  nation's 
blood  supply.  FDA's  inspection  program  focuses  on  procedures  used 
by  the  blood  and  plasma  industry  in  donor  screening,  testing  for 
viral  markers  for  diseases  and  syndromes  such  as  AIDS,  and 
procedures  for  quarantine  and  destruction  of  unsuitable  blood 
products.  Between  13  and  15  million  units  of  blood  and  plasma  are 
tested  each  year  for  HIV  alone.  Complexities  resulting  from  the 
use  of  additional  laboratory  screening  tests,  as  well  as 
institution  of  more  computer-controlled  deferral,  quality  control, 
and  distribution  systems  by  blood  and  plasma  facilities,  required 
more  time-intensive  inspections  and  increased  follow-up  and 
oversight  by  FDA  inspectors.  During  1992,  FDA  conducted  over  2,700 
inspections  of  licensed  facilities  and  over  50  inspections  of 
military  blood  banks. 

FDA  is  responsible  for  the  evaluation  of  potential  health  hazards 
relating  to  blood  center  violations  or  procedural  variations  that 
are  found  on  inspection  or  are  reported  to  the  agency.   In 
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response  to  FDA  recommendations  regarding  the  responsibilities  of 
blood  establishments,  the  industry  submitted  over  10,000  reports  of 
errors  or  accidents--an  increase  of  over  170  percent  from  the 
previous  year.  These  reports  led  to  11  license  suspensions,  5 
license  revocations,  and  445  product  recalls. 

Several  policies  have  been  developed  and  implemented  relating  to 
donor  suitability  criteria,  product  testing,  and  operational 
procedures  at  blood  establishments.  These  included  issues  relating 
to  HIV  and  the  development  of  look-back  policies  and  policies 
regarding  the  use  of  screening  tests  for  HIV-l/HIV-2  in  components 
of  transfusion  and  plasma. 

Development  and  Evaluation  of  Blood  Tests.  FDA  continued  efforts 
toward  development  of  more  effective  blood  tests  for  the  detection 
of  antibodies  to  and  antigens  of  HIV.  Over  80  INDs  for  in  vitro 
diagnostics  have  been  received.  Among  the  new  test  kits  approved 
this  year  were  the  first  immunof luorescent  assay  (IFA)  for  use  as 
a  blood  screening  test  and  as  an  assay  to  confirm  HIV  reactivity; 
a  blood  screening  test  for  HIV-1  using  a  synthetic  peptide  of  HIV- 

1,  which  can  be  visually  read  in  ten  minutes  by  a  health 
professional;  and  a  second  combination  HIV-l/HIV-2  test  kit. 

2 .  Biotechnology 

Biotechnology  plays  an  essential  role  in  the  discovery  and 
development  of  new  biological  products  for  the  diagnosis, 
treatment,  or  prevention  of  serious  and  life-threatening  diseases. 
Biotechnology  techniques  are  now  used  routinely  to  produce  novel 
and  highly  complex  biological  therapeutic  and  diagnostic  agents  and 
vaccines.  Biotechnology  methods  have  led  to  the  development  of 
products  that  were  previously  not  feasible;  that  may  be  less  toxic 
because  they  are  more  specific  (e.g.,  "programmed"  to  attack  only 
tumor  cells  leaving  healthy  cells  alone)  ;  and  to  the  production  of 
large  quantities  of  substances  previously  available  only  in  minute 
quantities.  Many  of  these  products  are  intended  for  use  against 
diseases  for  which  no  known  therapy  exists. 

Receipts  of  biotech  INDs  have  increased  dramatically  from  fewer 
than  5  INDs  in  FY  1980  to  more  than  300  in  FY  1992.  Important  new 
products  introduced  during  1992  may  benefit  thousands  of  patients 
for  whom  existing  medical  efforts  have  offered  only  limited 
success.  These  include  Aldesleukin,  derived  from  genetically- 
engineered  bacteria,  which  is  the  first  product  specifically  for 
treatment  of  kidney  cancer  in  adults.  Aldesleukin  is  an  analog  of 
the  human  interleukin-2 ,  a  lymphokine  involved  in  regulating  imm.une 
responses. 

Satumomab  Pendetide.  a  new  diagnostic  imaging  agent  for  patients 
with  ovarian  or  colorectal  cancer,  is  the  first  of  a  new  class  of 
in  vivo  imaging  agents  based  on  monoclonal  antibodies.  The 
monoclonal  antibodies  are  tagged  with  a  radioactive  substance. 

94 


290 

When  injected  into  the  patient,  they  seek  out  and  bind  to  cancer 
cells  which  are  then  detected  by  a  gamma  camera  that  pinpoints  the 
location  and  extent  of  the  disease. 

The  first  genetically-engineered  version  of  the  blood  clotting 
protein  factor  VIII  was  approved  for  the  prevention  and  treatment 
of  hemophilia  A,  a  rare  hereditary  disease.  This  recombinant 
antihemophilic  factor  is  manufactured  in  tissue  culture,  instead  of 
being  extracted  from  human  blood.  This  eliminates  the  risk  of 
transmitting  human  viruses  such  as  hepatitis  and  HIV. 

FDA  approved  three  biologic  products  to  prevent  or  control 
excessive  bleeding  in  people  with  hemophilia  B.  or  Christmas 
disease,  which  results  from  an  insufficient  or  abnormal  synthesis 
of  the  protein  factor  IX.  One  of  these  products,  Mononine,  is  a 
blood-derived  product  that  is  the  first  monoclonal  antibody- 
purified  factor  IX  to  be  licensed.  It  introduces  filtration 
technology  to  remove  potentially  infectious  viruses.  Mononine  is 
designated  as  an  orphan  drug. 

Interferon  alpha-2b,  originally  licensed  in  1986,  was  approved  as 
the  first  treatment  for  hepatitis  B,  an  infectious  liver  disease 
that  can  lead  to  cirrhosis,  liver  cancer,  and  death.  Other 
previously  indications  were  for  the  treatment  of  hepatitis  C,  hairy 
cell  leukemia,  AIDS-related  Kaposi's  sarcoma,  and  genital  warts. 
Interferon  alpha-2b  is  a  biotechnology-produced  copy  of  a  naturally 
occurring  protein  that  is  present  at  low  levels  within  the  human 
body  and  acts  as  an  antiviral  agent. 

Specific  ongoing  research  by  FDA  scientists  include  the  following: 
basic  research  relevant  to  the  development  of  gene  therapy 
protocols  such  as  how  genes  are  turned  on  and  off  and  how  genes  may 
be  targeted  on  specific  sites  within  the  genome;  studies  on  the 
phenomenon  of  programmed  cell  death  (apoptosis)  which  is  proposed 
to  treat  cancer  by  causing  apoptosis  in  cancerous  cells;  research 
to  determine  the  genetic  basis  of  malignancy,  specifically  chronic 
lymphocytic  leukemia;  studies  on  the  effects  of  interleukin-4  on 
human  solid  tumors;  and  research  on  the  new  methods  of  vaccination 
using  direct  injection  of  genes  into  animals.  In  addition, 
research  programs  are  underway  on  the  basic  rules  that  govern 
monoclonal  antibodies,  and  how  cytokines  work  and  their  role  in 
host  diseases  and  disease  processes. 

FDA  scientists  have  applied  for  a  patent  covering  use  of 
restriction  endonucleases  against  double-stranded  DNA  viruses  that 
cause  disease.  Restriction  endonucleases  have  been  used  for  more 
than  20  years  as  a  reagent  in  molecular  biology  for  cutting 
purified  DNA.  FDA  researchers  hope  to  use  this  cutting  activity  to 
prevent  or  ameliorate  disease. 
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To  expedite  the  transfer  of  the  advances  of  biotechnology  from  the 
laboratory  to  the  marketplace,  FDA  has  taken  the  following  actions: 
(1)  included  in  the  reorganization  a  new  division  devoted  to 
cellular  and  gene  therapies,  which  will  deal  with  the  many  novel 
and  innovative  types  of  therapies;  (2)  sponsored  a  workshop  (Pre- 
clinical Safety  Testing  of  Monoclonal  Antibodies)  on  monoclonal 
antibodies  to  develop  better  guidelines  which  will  facilitate  the 
evaluation  of  monoclonal  antibodies  for  therapeutic  and  in  vivo 
diagnostic  use;  and  (3)  sponsored  an  international  conference, 
"Biologies  Update  '92,"  which  addressed  emerging  areas  of 
biotechnology  such  as  regulatory  issues  relevant  to  somatic  cell 
and  gene  therapy,  and  international  harmonization  issues. 

In  addition,  FDA  has  made  available  a  supplement  to  the  document, 
"Points  to  Consider  in  the  Production  and  Testing  of  New  Drugs  and 
Biologies  Produced  by  Recombinant  DNA  (r-DNA)  Technology,"  which 
was  issued  in  1985.  This  supplement  extends  and  clarifies  issues 
previously  addressed,  as  well  as  recent  advances  in  biochemical 
technology,  and  information  and  comments  collected  since  the 
initial  document. 

3 .   Vaccines 

The  impact  of  molecular  biology  and  advances  in  immunology  have 
increased  the  ability  to  study  infectious  diseases,  identify 
virulence  factors,  and  prepare  antigens  to  be  evaluated  as  vaccine 
candidates.  The  use  of  biotechnological  methodologies  has  allowed 
the  development  of  vaccines  that  were  not  previously  feasible  or 
which  may  be  safer  or  more  effective  than  the  existing  vaccines. 

Biotechnology  research  on  bacterial  products  has  focused  on  the 
analysis  of  structure  and  function  of  mutant  diphtheria,  tetanus, 
and  pertussis  toxins  to  help  develop  new  and  safer  vaccines. 
Research  is  in  progress  to  develop  new  techniques  to  insert, 
delete,  and  modify  genes  with  the  goal  of  developing  new  vaccines 
against  Bordetella  pertussis  (causative  agent  of  whopping  cough) . 
Genetic  studies  of  drug  resistance  and  virulence  factors  in 
tuberculosis  are  also  continuing.  Tuberculosis  has  re-emerged  as 
a  major  disease,  especially  in  AIDS  patients.  These  studies  may 
help  identify  new  therapeutic  agents  or  vaccine  candidates  and  may 
assist  in  using  mycobacteria  as  vectors  (carriers) . 

A  new  vaccine  was  licensed  for  Japanese  Encephalitis  Virus 
(inactivated)  vaccine  (tradename  JE-VAX) .  This  vaccine  is 
considered  for  persons  who  plan  to  reside  in,  or  travel  to,  areas 
where  Japanese  encephalitis  is  endemic  or  epidemic  during  a 
transmission  season.  The  vaccine  is  not  recommended  for  all 
persons  traveling  to,  or  residing  in  Asia.  The  incidence  of 
Japanese  encephalitis,  which  is  mosquito-borne,  is  high  in  parts  of 
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Japan,  other  Pacific  Islands,  and  the  Far  East.  The  location  and 
duration  of  intended  stay,  the  conditions  of  housing,  the  nature  of 
activities,  and  the  possibility  of  travel  to  high-risk  areas  are 
factors  that  should  be  considered  in  a  decision  to  administer  the 
vaccine. 

Two  Diphtheria  and  Tetanus  Toxoids  and  Acellular  Pertussis  Vaccines 
(DTAP)  were  licensed  for  the  fourth  and  fifth  shots  in  the 
immunization  series.  The  first  new  pertussis  (whooping  cough) 
components  may  cause  fewer  side  effects  than  are  common  in  children 
receiving  the  presently  available  diphtheria,  tetanus,  pertussis 
(DTP)  vaccines. 

FDA  scientists  developed  a  procedure  using  a  lipid-based  additive 
that  allows  twenty  to  forty  percent  of  poliovirus  infectivity  to 
survive  lyophilization.  In  contrast  to  other  live  viral  vaccines, 
it  has  not  been  possible  to  lyophilize  poliovirus  without  causing 
drastic  reductions  in  the  titer  of  infectious  virus.  Because  the 
potency  of  oral  poliovirus  vaccine  declines  unless  the  vaccine  is 
maintained  in  a  frozen  state  until  use,  stabilization  with  less 
stringent  storage  requirements  may  lead  to  improved  vaccine 
delivery  systems  and  contribute  to  the  global  effort  to  eliminate 
poliomyelitis  by  the  year  2000. 

FDA  scientists  have  received  a  patent  for  Hybridomas  and  resulting 
monoclonal  antibodies  directed  against  antigens  of  Bordetella 
pertussis,  the  pathogen  responsible  for  whooping  cough  in  humans. 
The  monoclonal  antibodies  developed  in  CBER's  Laboratory  of 
Pertussis  are  directed  against  two  types  of  fimbriae  and  a  surface 
protein,  pertactin;  these  proteins  appear  to  function  as  adhesions 
mediating  the  attachment  of  the  bacterium  to  host  tissues.  These 
monoclonal  antibodies  have  been  purified  and  used  to  detect  antigen 
in  various  preparations  using  a  variety  of  immunological  techniques 
including  Western  blotting  and  ELISA.  In  addition  they  have  been 
used  to  purify  the  antigens  from  bacterial  extracts.  These 
antibodies  have  proved  useful  for  characterizing  new 
investigational  acellular  pertussis  that  contain  the  purified 
antigens. 

CBER  recommended  the  composition  of  the  trivalent  inactivated 
influenza  virus  vaccine  for  the  1993-94  season.  It  will  include  a 
component  for  each  of  the  three  types  of  influenza  virus  infecting 
North  America,  Africa,  Asia,  Australia,  and  Europe.  Two  of  the 
strains,  A/Texas  and  B/Panama,  were  contained  in  last  season's 
vaccine.  A  new  strain,  A/Beijing,  was  the  third  component  selected 
because  of  its  pattern  of  outbreak  in  human  populations  in  the 
U.S.,  Japan,  and  China. 
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4 .   Policy  Development  and  Management  Improveinents 

FDA  made  significant  advances  in  its  efforts  to  accelerate  approval 
of  certain  new  drugs  and  biological  products  for  serious  or  life- 
threatening  illnesses.  The  final  regulation,  published  in  the 
FEDERAL  REGISTER  in  December  1992,  is  intended  to  expedite 
marketing  of  drugs  for  patients  suffering  from  such  illnesses  when 
the  drugs  provide  meaningful  therapeutic  advantage  over  existing 
therapies. 

FDA  issued  a  policy  statement,  "Manufacturing  Arrangements  for 
Licensed  Biologies,"  to  provide  guidance  to  manufacturers  of  both 
conventional  and  biotechnology-derived  products  who  wish  to 
cooperate  in  the  manufacture  of  a  biological  product.  The  guidance 
addressed  manufacturing  problems  due  to  short  supply  of  materials 
or  intermediate  products  and  divided  and  shared  manufacturing 
arrangements. 

The  Center  for  Biologies  Evaluation  and  Research  began  a  major 
reorganization  early  in  1992.  Increased  workloads  deriving  from 
the  rapid  growth  in  the  number  of  INDs;  the  added  complexity  of 
biological  products,  particularly  biotechnology-derived 
therapeutics;  and  the  current  and  new  initiatives  related  to  AIDS 
and  vaccines  all  contributed  to  the  need  to  restructure  the 
organization.  To  improve  operations  the  review  process  is  being 
streamlined,  authority  and  responsibility  are  being  delegated  down 
into  the  organization,  and  information  management  and 
communications  are  being  strengthened. 

Under  the  reorganization  three  product-specific  offices  -  the 
offices  of  Blood,  Therapeutics,  and  Vaccines  -  were  established, 
each  responsible  for  product-related  research  programs  and 
regulatory  assignments.  In  addition,  an  Office  of  Establishment 
Licensing  and  Product  Surveillance  manages  program  areas  common  to 
all  three  of  the  above  offices.  The  two  remaining  offices, 
Compliance,  which  administers  the  enforcement  activities,  and 
Management,  existed  in  the  former  structure.  In  the  latter  areas, 
programs  and  operations  are  being  initiated  and  augmented  to  assure 
optimum  use  of  resources  to  accomplish  the  goals  of  the 
reorganization. 

Recent  information  management  initiatives  have  significantly 
improved  the  efficiency  and  productivity  of  CBER  staff  and  enhanced 
the  Center's  ability  to  implement  the  recent  reorganization  and 
User  Fee  legislation. 

A  project  to  achieve  Center-wide  connectivity  was  successfully 
concluded.  This  greatly  increased  the  ability  of  the  transition 
teams  to  communicate  and  assisted  in  the  planning  for  the 
coincident  consolidation  of  almost  half  of  the  Center's  personnel 
at  the  new  Woodmont  Office  Center. 
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The  CBnter  implemented  the  Regulatory  Management  System  to  support 
regulatory  decisions  concerning  the  approval  of  investigational  new 
drug  applications,  product  and  establishment  licenses,  protocol  and 
sample  testing,  and  establishment  registration.  To  support  the 
Congressionally  mandated  User  Fee  application  tracking,  a  document 
logging  system  was  designed  and  implemented. 
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ANIMAL  DRUGS  AMD  FEEDS 

STATUS  OF  PROGRAM 

Current  Activities.  The  Animal  Drugs  and  Feeds  program  is 
designed  to  ensure  that  veterinary  drugs  are  safe  and  effective, 
that  animal  feeds  are  not  adulterated,  and  that  neither  animal 
drugs  nor  feeds  constitutes  a  human  health  hazard  because  of 
residues  which  remain  in  meat,  milk  or  eggs.  To  carry  out  this 
mission,  FDA: 

1.  Evaluates  Notices  of  Claimed  Investigational  Exemption  for  a 
New  Animal  Drug  (INAD)  and  New  Animal  Drug  Applications  (NADA) 
to  ensure  that  drugs  will  be  safe  and  effective  for  animals 
and  that  no  harmful  drug  residues  will  occur  in  foods  derived 
from  animals. 

2.  Monitors  the  veterinary  drug  production  industry  by  reviewing 
Drug  Experience  Reports  (DERS)  which  are  required  for  approved 
animal  drugs. 

3.  Monitors  feed  and  feed  ingredients,  reviews  and  approves 
medicated  feed  applications,  inspects  feed  mills,  and  conducts 
industry  information  programs  to  ensure  that  animal  feeds  are 
not  adulterated. 

4.  Works  closely  with  the  U.S.  Department  of  Agriculture  (USDA) 
to  determine  and  reduce  the  incidence  of  animal  drug  residues, 
pesticides  and\or  industrial  chemicals  in  edible  animal 
tissue. 

Develops  rapid  screening  methodologies  to  be  used  by  FDA  for 
supporting  regulatory  activities,  and  by  USDA  for  surveillance 
of  drug  residues.  Assists  the  states  by  ensuring  that 
adequate  methods  are  available  for  measuring  drugs  in  animal 
feeds. 

Conducts  regulatory  research  related  to  tissue  residues  and 
toxic  compounds  in  animal  feeds. 

Prepares  for  new  technologies  and  emerging  industries  such  as 
aquaculture,  biotechnology  and  the  impact  of  automation. 

Selected  Examples  of  Recent  Progress; 

1.    Review  of  New  Product  Applications 

During  1992,  the  office  of  New  Animal  Drug  Evaluation  acted  on 
7,289  submissions  for  new  animal  drug  applications  (NADAs)  and 
investigational  new  animal  applications  (INADs) .  Of  these  338  were 
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on  original  new  drug  applications,  and  1,032  were  on  supplements  to 
previously  submitted  applications.  Approximately  90  percent  of  the 
7,289  decisions  were  made  within  the  statutory  limit  of  180  days 
for  NADAs  and  the  internally  established  time  frame  of  90  days  for 
INADs . 

In  1992,  the  Agency  approved  14  NADAs.  These  approvals  included 
new  chemical  entities,  new  dosage  forms  of  approved  drugs  and  new 
combinations  of  approved  drugs. 

2.  Monitoring  Illegal  Use  of  Animal  Drugs 

The  Agency  continues  its  efforts  to  ensure  that  harmful  drug 
residues  do  not  remain  in  foods.  FDA  approved  veterinary  drugs 
account  for  90  percent  of  all  marketed  drugs  used  in  food  animals. 
The  remaining  unapproved  products  include  vitamins,  minerals  and 
other  substances,  such  as  animal  liniments,  residues  of  which  have 
no  known  risk  to  humans. 

FDA  believes  a  mechanism,  similar  to  that  used  for  human  drugs,  is 
needed  to  control  the  illegal  distribution  of  veterinary 
prescription  drugs  among  animal  producers.  The  key  to 
effectiveness  of  such  a  system  is  the  establishment  of  a  full 
partnership  with  the  states,  including  the  state  licensing  of 
wholesale  distributors  and  pharmacists.  with  this  in  mind,  the 
Association  of  Food  and  Drug  Officials,  in  conjunction  with  other 
state  regulatory  officials  and  with  FDA's  assistance,  approved  a 
model  veterinary  drug  code  which  should  provide  a  basis  for  uniform 
state  laws  and  regulations  for  veterinary  drug  distribution. 

3.  Tissue  Residue  Monitoring 

The  tissue  residue  monitoring  program  is  the  foundation  of  the 
government's  efforts  to  ensure  that  food  derived  from  animals 
contains  no  harmful  drug  residues.  FDA  and  USDA  work  closely  with 
each  other,  and  in  cooperation  with  state  agencies  in  carrying  out 
effective  monitoring  and  efficient  analytical  methods  to  detect 
residues  of  toxicological  concern.  Twenty-six  states  have  joined 
with  FDA  via  a  variety  of  cooperative  agreements  to  conduct  follow- 
up  investigations  of  USDA  reported  violations:  New  Jersey, 
Pennsylvania,  West  Virginia,  Virginia,  Maryland,  Delaware, 
Kentucky,  South  Carolina,  North  Carolina,  Georgia,  Florida, 
Tennessee,  Alabama,  Louisiana,  Mississippi,  Michigan,  Wisconsin, 
North  Dakota,  South  Dakota,  Texas,  Iowa,  Nebraska,  Kansas, 
California,  Vermont,  and  Washington.  Twelve  of  the  states  listed 
above  are  under  contract  to  perform  follow-up  investigations  on 
first  time  violators.  These  states  account  for  about  75%  of  the 
food  produced  domestically  from  food  producing  animals. 

FDA  has  also  joined  with  USDA  to  employ  a  balanced  measure  of 
voluntary  compliance,  education,  and  regulatory  enforcement  for 
programs  to  reduce   sulfamethazine   residues   in   swine.    With 
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cooperation  of  the  leadership  of  the  swine  producer  organizations 
and  agribusiness  these  programs  have  been  highly  successful  in 
reducing  the  violation  rate  from  13%  to  less  than  1%.  Extensive 
efforts  have  also  been  undertaken  with  the  dairy  industry  to 
educate  farmers  on  proper  drug  use  and  to  stop  illegal  use  of 
sulfamethazine  in  lactating  dairy  cows. 

4 .  Implementation  of  the  Generic  Animal  Drug  and  Patent  Term 
Restoration  Act 

Two  FDA  Committees  continue  to  initiate  the  implementation  of  the 
Generic  Animal  Drug  and  Patent  Term  Restoration  Act:  (1)  the 
Generic  Animal  Drug  Committee  and  (2)  the  Bioequivalence 
Committees.  The  Generic  Animal  Drug  Committee  is  responsible  for 
developing  regulations  and  guidelines  to  implement  the  Generic 
Animal  Drug  and  Patent  Term  Restoration  Act.  The  Bioeguivalency 
Committee  is  responsible  for  revising  bioeguivalency  guidelines  to 
comply  with  the  new  law. 

Eight  Federal  Register  documents  have  been  published  defining  FDA 
policy  for  implementing  the  new  law.  Draft  regulations  are 
currently  being  reviewed.  The  proposed  regulations  are  expected  to 
be  published  by  September  1993.  The  notice  of  availability  of  the 
revised  Bioeguivalency  Guidelines  dated  April  12,  1990,  was 
published  in  the  Federal  Register. 

As  required  by  the  Generic  Animal  Drug  and  Patent  Term  Restoration 
Act,  on  January  15,  1989,  FDA  published  a  listing  of  all  animal 
drugs  approved  for  safety  and  effectiveness.  This  list,  which  is 
updated  monthly,  includes  information  on  patent  exclusivity, 
producer  withdrawals,  and  suitability  petitions.  FDA  has  reviewed 
numerous  bioeguivalency  study  protocols  for  Abbreviated  New  Animal 
Drug  Applications.  Also,  numerous  advisory  opinions  have  been 
written  responding  to  questions  on  issues  related  to  this  Act. 

5.  National  Drug  Residue  Milk  Monitoring  Program 

Another  of  FDA's  primary  responsibilities  is  the  regulation  of  milk 
which  is  shipped  in  interstate  commerce.  FDA's  milk  safety  program 
relies  heavily  on  participation  by  state  regulatory  agencies.  This 
participation  is  described  in  a  1977  Memorandum  of  Understanding 
iMOU)  between  the  National  Conference  on  Interstate  Milk  Shipments 
(NCIMS)  and  the  FDA.  The  NCIMS  program  provides  strong  assurance 
of  a  clean  and  safe  national  milk  supply.  The  FDA,  with  the  support 
of  the  NCIMS  has  initiated  the  National  Drug  Residue  Milk 
Monitoring  Program  (NDRMMP) .  The  NDRMMP  is  designed  to  assist  and 
supplement  the  longstanding  NCIMS  program. 

The  NDRMMP  provides  information  on  animal  drug  residues  that  might 
be  present  in  milk  and  the  extent  that  farmers,  distributors,  and 
veterinarians  comply  with  Federal  regulations  concerning  drugs  and 
dairy  cattle.    The  NDRMMP  encourages  the  use,  development  and 
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validation  of  new  analytical  methods  in  state  and  other 
laboratories  and  particularly  in  laboratories  where  the  assay  of 
raw  milk  is  routine.  The  FDA  has  shared  new  analytical  methods 
with  states.  An  important  benefit  of  NDRMMP  is  the  transfer  of 
analytical  technology  from  FDA  to  state  and  industry  laboratories 
and  then  the  transfer  of  improvements  and  refinements  among  all 
participating  laboratories. 

T^e  results  from  the  NDRMMP  are  used  in  the  design  of  future 
education  and  compliance  efforts  for  use  by  federal,  state  and 
local  authorities.  This  initiative  will  enhance  the  NCIMS  residue 
testing  program  and  provide  information  on  which  to  focus 
regulatory  priorities. 
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MEDICAL  DEVICES  AND  RADIOLOGICAL  PRODUCTS 

STATUS  OF  PROGRAM 

The  primary  goals  of  FDA's  Medical  Devices  and  Radiological 
Products  program  are:  1)  to  ensure  the  safety  and  effectiveness  of 
medical  devices,  and  2)  to  eliminate  unnecessary  exposure  to 
radiation  from  medical,  industrial,  and  consumer  products  while 
maximizing  the  benefits  from  necessary  exposure. 

Current  Activities.  To  accomplish  these  goals,  FDA  conducts  the 
following  activities: 

1.  Classifies  medical  devices  into  the  appropriate  regulatory 
category  (class  I — general  controls;  class  II — special 
controls;  class  III — premarket  approval) . 

2.  Reviews  Premarket  Approval  Applications  (PMAs)  to  ensure  the 
data  submitted  by  the  manufacturer  demonstrate  the  device  is 
safe  and  effective. 

3.  Reviews  Premarket  Notifications  [510 (k)s]  to  ensure  the  data 
submitted  by  the  manufacturer  demonstrate  the  device  is 
substantially  equivalent  to  an  eligible  product  already  on  the 
market. 

4.  Reviews  Investigational  Device  Exemption  applications  (IDEs) 
to  ensure  proposed  investigational  studies  will  be  well- 
controlled  and  will  safeguard  the  rights  and  safety  of  human 
subjects. 

5.  Conducts  postmarket  surveillance  to  ensure  the  continued 
safety  and  effectiveness  of  marketed  devices.  Postmarket 
surveillance  includes  manufacturer,  distributor,  and  device 
user  facility  problem  reporting  programs,  inspections  of 
manufacturing  facilities,  postmarket  surveillance  studies, 
device  registries,  and  other  mechanisms. 

6.  Conducts  research  to  provide  a  sound  foundation  for  effective 
regulation  by  increasing  FDA's  understanding  of  the  principles 
at  work  in,  and  the  risks  involved  with  complex  devices. 

7.  Conducts  educational  activities  to  help  consumers  and  health 
professionals  use  medical  devices  properly,  thereby  maximizing 
the  benefits  from  devices  while  minimizing  or  eliminating 
inherent  risks. 

8.  Provides  technical,  nonfinancial  assistance  to  small  medical 
device  manufacturers.  This  assistance  helps  manufacturers 
comply  with  FDA  regulatory  requirements  and  contributes  to 
improved  safety  and  effectiveness  of  marketed  devices. 
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9.  When  necessary  to  obtain  full  compliance  with  regulatory 
requirements  or  to  protect  the  public  health,  conducts 
enforcement  actions,  such  as  mandatory  recalls,  PMA 
suspensions,  seizures,  injunctions,  prosecutions,  or  the 
imposition  of  civil  penalties. 

Selected  Examples  of  Recent  Progress: 

1.  Product  Review 

During  FY  1992,  FDA  received  65  Premarket  Approval  Applications 
(PMAs) ,  606  PMA  Supplements,  6,509  Premarket  Notifications 
[510(k)s],  228  Investigational  Device  Exemption  applications 
(IDEs) ,  297  IDE  amendments,  and  3,644  IDE  Supplements  -  a  total  of 
10,298  major  product  review  submissions. 

FDA  review  times  decreased  for  PMAs  during  FY  1992,  increased  for 
510 (k)s,  and  held  constant  for  IDEs.  PMA  review  time  decreased 
from  199  days  in  FY  1991  to  146  days  in  FY  1992.  This  number  is 
misleading,  however,  since  half  of  the  PMAs  approved  in  FY  92  were 
licensing  agreements.  Review  time  for  510 (k)s  increased  from  81 
days  in  FY  1991  to  102  days  in  FY  1992.  Several  factors 
contributed  to  the  increased  review  time:  Exemption  of  class  I 
devices  from  510(k)  review  (i.e.,  the  ones  that  take  very  little 
time  to  review) ;  enhanced  documentation  of  510 (k)  decisions;  larger 
and  more  complex  submissions,  and  new  requirements  of  the  Safe 
Medical  Devices  Act  of  1990.  FDA  anticipates  that  these  factors 
will  continue  to  contribute  to  increased  510 (k)  review  time  for  the 
next  several  years.  IDEs  required  an  average  of  30  days  to  review 
during  FY  1992  up  from  29  days  in  1991. 

In  1992,  FDA  developed  24  new  guidance  documents  for  use  by 
industry  and  FDA  reviewers.  These  documents  are  designed  to 
promote  uniformity  and  to  improve  the  efficiency,  quality,  and 
administration  of  FDA  review  programs.  Several  of  the  documents 
provided  specific  guidance  for  certain  types  of  510 (k)  and  PMA 
submissions,  clinical  investigations,  and  laboratory  test 
assessments. 

2.  Significant  Medical  Device  Approvals 

During  FY  1992,  FDA  cleared  for  marketing  several  devices  that 
represent  significant  advances  in  medical  technology: 

The  APT  1010  Ultrahigh  Frequency  Ventilator  is  used  for 
ventilating  critically  ill  patients.  It  is  the  first 
high  frequency  ventilator  approved  for  adult  use. 
Previous  clearances  have  been  granted  for  use  with 
neonates. 

The  Meta  DDDR  Pacing  System  is  used  to  maintain  atrio- 
ventricular  synchrony.     This   device   is   the   first 
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physiological-based  dual  chamber  rate  responsive 
pacemaker  approved  for  human  use.  It  uses  a 
physiological  parameter  to  adjust  the  patient's  heart 
rate. 

The  AIS  Excimer  Laser  Angioplasty  System  is  designed  to 
open  blocked  heart  arteries  of  potential  heart  attack 
victims.  It  is  restricted  for  use  in  patients  whose 
arteries  have  unusually  long  blockages  for  which 
conventional  balloon  angioplasty  has  historically  not 
been  very  successful.  This  device  is  the  first  laser 
product  approved  for  unclogging  heart  arteries.  The 
treatment,  called  laser  angioplasty,  can  be  used  alone  or 
in  conjunction  with  balloon  angioplasty. 

3 .  Acquired  Immune  Deficiency  Svndrome  -  AIDS 

During  1992,  FDA  continued  characterization  of  the  permeability  of 
barrier  materials  to  HIV.  Because  tests  of  viral  penetration  with 
fluorescent  marker  beads  and  with  a  mixture  of  different-sized 
viruses  provided  inconsistent  results,  studies  were  undertaken  to 
explain  the  differences  and  to  provide  a  consistent  test  that  could 
be  used  by  manufacturers.  Both  latex  and  natural  condoms  have  now 
been  tested  under  a  standard  protocol  which  provided  self- 
consistent  results.  Manufacturers  have  been  informed  so  that  they 
can  obtain  the  appropriate  data  to  accompany  their  premarket 
notifications. 

In  1992,  work  continued  on  the  activation  of  HIV  by  ultraviolet 
radiation  (UV) .  This  was  initiated  because  UV  emitted  by  medical 
devices  regulated  by  FDA,  such  as  photopheresis  equipment  and 
suntan  beds,  may  pose  a  hazard  to  HIV-infected  individuals. 
Currently,  psoralin  drugs  and  UVA  radiation  are  being  used  to  treat 
a  variety  of  AIDS-related  conditions.  The  initial  results  of 
investigations  demonstrate  activation  of  the  AIDS  virus  at  doses  of 
UV  radiation  approaching  the  doses  that  could  be  expected  in 
photopheresis  (UVA)  or  cosmetic  uses  (UVB) .  It  is  unclear  whether 
the  results  of  the  in  vitro  investigations  can  be  translated  to 
actual  conditions  of  exposure,  and  further  investigation  to  assess 
actual  risks  are  continuing. 

4 .  Safe  Medical  Devices  Act  of  1990  (SMDAl 

Under  the  Safe  Medical  Devices  Act  of  1990,  signed  into  law  on 
November  28,  1990,  Congress  granted  FDA  additional  authorities  to 
increase  early  knowledge  of  serious  device  problems,  to  remove 
defective  devices  from  the  market  more  quickly,  and  to  provide 
greater  assurance  of  the  safety  and  effectiveness  of  new  medical 
devices.  Other  provisions  of  the  new  law  give  FDA  more  options  for 
regulatory  action,  streamline  cumbersome  procedures,  and  codify 
current  Agency  policies.   On  June  16,  1992,  the  Medical  Device 
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Amendments  of  1992  were  signed  into  law  to  address  four  provisions 
of  the  medical  device  regulations.  Three  of  these  areas  related  to 
SMDA  requirements  for  medical  device  tracking,  postmarket 
surveillance,  and  medical  device  reporting. 

During  1992,  FDA  began  implementing  numerous  provisions  of  SMDA. 
Where  appropriate,  FDA  used  its  new  statutory  authorities  to 
suspend  a  premarket  approval  application  (PMA) ,  require 
manufacturers  to  conduct  postmarket  surveillance  studies,  and 
require  manufacturers  to  cease  distribution  of  devices  that  may  be 
harmful.  FDA  created  an  Office  of  International  Relations  and 
External  Affairs  to  address  mandated  international  responsi- 
bilities. On  November  28,  1991,  FDA  began  requiring  device  user 
facilities  (e.g.  hospitals,  ambulatory  surgical  units,  nursing 
homes  and  outpatient  treatment  facilities)  to  report  device-related 
deaths  and  serious  injuries.  Medical  device  distributors  were 
required  to  report  the  same  information  as  of  May  28,  1992. 

Since  enactment  of  the  law,  FDA  has  spent  considerable  effort 
developing  and  publishing  SMDA-related  Federal  Register  documents. 
In  1992,  FDA  published  in  the  Federal  Register  four  notices,  two 
proposed  rules,  one  interim  final  rule,  one  tentative  final  rule, 
and  two  final  rules. 

5.   Postmarket  Surveillance 

Postmarket  surveillance  enhances  consumer  protection  from  risks 
associated  with  device  use,  particularly  those  which  are  neither 
apparent  nor  foreseen  during  the  premarket  notification  of 
premarket  review  processes.  FDA  conducts  a  variety  of  postmarket 
surveillance  efforts.  FDA  collects,  processes,  and  evaluates  data 
under  the  mandatory  Medical  Device  Reporting  regulation,  the  new 
SMDA  User  Facility  Reporting  and  distributor  reporting 
requirements,  the  voluntary  Problem  Reporting  Program,  the 
Pacemaker  Registry,  and  from  field  inspections  and  investigations. 
FDA  also  receives  postmarket  surveillance  data  from  laboratory  and 
statistical  studies,  and  from  510 (k)s,  PMAs  and  PMA  reports. 

As  a  result  of  its  accumulation  and  analysis  of  postmarket 
surveillance  data,  FDA  issued  seven  safety  alerts  and  notices  in 
1992  advising  health  care  professionals,  professional 
organizations,  manufacturers,  and  Federal  agencies  about  problems 
associated  with  particular  medical  devices.  The  medical  alert  and 
notices  listed  steps  that  health  care  professionals  could  take  to 
minimize  potential  problems.  In  February  1992,  FDA  created  a 
Device  Labeling  Compliance  Branch  to  address  all  labeling  issues 
(promotion,  advertising,  product  and  patient  labeling)  for  marketed 
medical  devices.  The  Branch  is  also  responsible  for  all  health 
fraud  issues  pertaining  to  medical  devices.  Since  its  inception, 
the  Branch  has  been  actively  involved  in  bringing  violative  device 
labeling  into  compliance  through  warning  letters,  letters  to 
manufacturers,  and  field  assignments. 
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other  device-related  postmarket  surveillance  activities  in  FY  1992 
included:  45  seizures,  1320  recalls,  547  warning  letters,  eight 
injunctions,  and  three  prosecutions.  These  actions  removed  threats 
to  the  public  health  and  set  examples  from  which  other 
manufacturers  and  health  professionals  can  learn. 

6.   Risk  Assessment 

In  addition  to  adverse  toxic  reactions,  faulty  product  design, 
manufacturing  problems,  materials  degradation,  and  user  errors  are 
examples  of  the  many  variables  that  may  adversely  affect  the 
performance  of  a  device  or  radiological  product.  These  problems 
can  result  in  risks  to  both  patients  and  health  professionals. 
Risk  assessment  activities  are  important  because  they  enable  FDA  to 
optimize  protection  of  public  health  by  focusing  efforts  where  they 
are  most  needed  and  the  data  gleaned  from  the  assessments  provides 
a  sound  scientific  basis  for  regulatory  decisions. 

For  example,  an  "International  Conference  on  Latex  Allergies"  was 
organized  to  bring  together  various  aspects  of  the  latex  allergy 
problem,  including  research  and  clinical  issues,  manufacturing 
issues,  and  regulatory  issues.  The  conference  provided  the  first 
opportunity  for  the  medical  community,  scientists,  industry,  and 
regulatory  agencies  to  present  data  and  exchange  information  on  the 
growing  problem  of  latex  allergies.  The  conference  allowed  for 
presentation  of  the  best  and  newest  research  data,  and  extensive 
discussions  among  all  those  concerned  about  the  best  strategies  for 
addressing  the  problem.  The  conference  was  held  November  5-7,  1992 
in  Baltimore,  MD. 

FDA  engineers  continued  to  study  the  effects  of  radiofrequency  (RF) 
electromagnetic  interference  (EMI)  on  infant  apnea  monitors.  The 
engineers  demonstrated  in  the  laboratory  that  it  is  possible  to 
make  apnea  monitors  register  nonexistent  breaths  and  heartbeats  by 
exposing  the  monitors  to  pulsed  RF  fields.  Further,  FDA  laboratory 
and  field  studies  confirmed  that  ambient  radiated  RF  fields  could 
cause  false  detections  in  apnea  monitors  and  result  in  false  alarms 
or  failure  to  alarm.  In  addition,  reports  of  loss  of  control  of 
motorized  wheelchairs,  operated  near  portable  radiation  sources 
such  as  CB  radios,  have  been  investigated  for  potential  EMI  causes. 
Laboratory  results  demonstrate  such  losses  of  control  at  RF  levels 
comparable  with  what  one  might  expect  to  find  in  this  field. 

In  FY  1991,  FDA  became  a  participant,  along  with  NIH,  in  the  U.S. 
Advanced  Materials  and  Processing  Program  (AMPP)  currently  being 
addressed  by  the  Federal  Coordinating  Committee  on  Science, 
Engineering,  and  Technology  (FCCSET) .  The  FDA/NIH  focus  is  on 
biocompatible  materials  that  last  a  lifetime  for  replacement  of 
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human  tissues  and  organs.  FDA  will  assist  other  AMPP  participants 
by  developing  and  operating  a  medical  device  implant  retrieval  and 
analysis  program.  FDA's  on  going  objective  is  to  facilitate  the 
development  of  improved  materials  used  in  medical  devices, 
particularly  implants,  resulting  in  enhanced  safety  and 
effectiveness . 

7.   Small  Manufacturers  Assistance 

The  Medical  Device  Amendments  of  1976  specifically  require  FDA  to 
provide  technical,  nonf inancial,  assistance  to  small  manufacturers 
of  medical  devices.  The  device  industry  poses  special  challenges 
because  of  its  mix  of  small  "cottage  industries"  and  large 
corporations.  By  providing  assistance  to  manufacturers,  FDA  can 
improve  the  safety  and  effectiveness  of  all  devices  by  improving 
compliance  with  regulatory  requirements. 

During  FY  1992,  FDA's  Division  of  Small  Manufacturers  Assistance 
handled  more  than  93,000  telephone  calls  requesting  information, 
sponsored  or  participated  in  24  workshops,  two  conferences,  and 
published  a  variety  of  educational  materials.  Among  the 
publications  developed  or  reprinted  during  FY  1992  were  regulatory 
requirements  for  medical  devices,  "Everything  you  wanted  to  know 
about  Medical  Device  Requirements"  and  the  "Introduction  to  Medical 
Devices"  pamphlet.  Lastly,  FDA  responded  to  17,000  requests  for 
medical  device  and  radiological  product  publications  during  FY 
1992. 
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NATIONAL  CENTER  FOR  TOXICOLOGICAL  RESEARCH 

STATUS  OF  PROGRAM 

During  the  past  year,  NCTR  has  continued  to  integrate  its  research 
into  areas  of  regulatory  concern  across  FDA.  NCTR  scientists,  in 
consultation  with  FDA  colleagues,  have  focused  their  research 
efforts  into  two  major  areas:  Applied  Toxicology,  which  focuses  on 
improving  the  risk  assessment  capability  of  FDA,  and  Methods 
Development,  which  specifically  addresses  immediate  needs  in  the 
area  of  pre-market  review  and  post-market  surveillance  assessment. 
NCTR  has  rechartered  its  Science  Advisory  Board  (SAB)  to  include  ex 
officio  members  from  other  FDA  centers.  Its  role  includes  the 
assessment  of  research  quality  at  NCTR.  To  ensure  that  NCTR's 
research  is  relevant  to  the  needs  of  the  Agency,  the  Center  has 
also  established  a  Science  Policy  Committee  (SPC)  made  up  of  senior 
scientists  from  throughout  the  Agency. 

Activities  currently  underway  at  NCTR  include: 

1.  Continuing  NCTR/FDA  research  integration  coupled  with  SAB 
subcommittee  reviews  of  individual  research  programs. 
Scientists  continue  to  address  issues  of  public  concern  such 
as  heavy  metal  contamination  in  health  food  supplements,  the 
efficacy  of  disinfectants,  and  the  role  of  folic  acid  in 
neural  tube  development. 

2.  Continuing  coordinated  studies  with  CDRH  to  measure  toxicity 
of  biomaterials,  i.e.,  animals  treated  with  breast  implant 
material  such  as  polyurethane  foam. 

3.  Conducting  fundamental  research  in  conjunction  with  NIEHS/NTP 
to  improve  the  animal  model  for  use  in  risk  assessment  for 
regulatory  need. 

4.  Continuing  NCTR  commitment  to  human  resource  development  by 
investing  in  an  extensive  array  of  educational  outreach 
programs  encouraging  the  participation  of  high  school  students 
through  post-graduate  personnel  in  research  for  public  health. 

5.  Jointly  developing  with  ORA  a  program  of  requirements  for  a 
compliance  and  analytical  methods  research  laboratory  that 
would  be  used  to  design  and  renovate  some  400,000  square  feet 
of  unoccupied  space  at  NCTR. 

6.  Continuing  NCTR's  commitment  to  scientific  networking  by 
fostering  and  extending  interactions  with  other  agencies 
(Interagency  Agreements) ,  academia  (cooperative  research) ,  and 
industry  (Cooperative  Research  and  Development  Agreements) . 
By  building  on  its  current  capability,  NCTR  can  become  a 
clearinghouse  for  technological  advancement  in  FDA. 
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Selected  Example  of  Current  Progress 

1.  Agency  Research  Integration 

In  an  effort  to  improve  Agency-wide  research  coordination,  NCTR  is 
continuing  to  wholly  integrate  its  research  into  areas  of 
regulatory  concern  across  all  FDA  centers/ORA.  Aggressive  efforts 
by  FDA  management,  FDA  center/ field  scientists,  and  NCTR  have 
resulted  in  a  research  program  structure  upon  which  FDA/NCTR  can 
continue  to  evolve  a  more  relevant  research  program.  NCTR  has 
organized  its  research  efforts  into  two  major  areas:  Applied 
Toxicology,  which  focuses  on  improving  the  risk  assessment 
capability  of  the  regulatory  agency,  and  Methods  Development,  which 
specifically  addresses  immediate  needs  in  the  area  of  pre-market 
review  methodology  and  post-market  surveillance  assessment.  These 
efforts  have  resulted  in  an  increasing  impact  on  regulatory 
decisions.  Position  papers  and/or  data  have  been  presented  to 
address  the  risk  of  breast  implants,  effects  of  tamoxifen  on  the 
reproductive  tract,  the  role  of  folic  acid  in  neural  tube 
development,  heavy  metal  contamination  in  health  food  supplements, 
and  the  efficacy  of  disinfectants.  NCTR  has  also  become  the  focal 
point  for  FDA  neuroscience,  which  is  an  area  of  increasing  concern 
within  the  Agency. 

2 .  Toxicity  of  Biomaterials 

There  is  increased  concern  over  the  safety  and  efficacy  of 
implanted  devices  and  drugs.  In  recent  years,  we  have  learned  that 
foreign  materials,  such  as  medical  devices  and  implanted  materials, 
can  cause  tumors  in  some  circumstances.  Little  is  known,  however, 
about  the  toxicity  of  chemicals  that  may  leach  from  these 
substances.  NCTR  and  the  Center  for  Devices  and  Radiological 
Health  have  begun  a  series  of  experiments  to  find  ways  to  measure 
toxicity  in  animals  treated  with  breast  implant  material.  If 
successful,  these  techniques  can  be  used  to  measure  toxic  exposure 
in  humans. 

3.  Comprehensive  Science-Based  Bioassessment 

Standard  carcinogenicity  testing  is  a  costly,  time-consuming 
process  that  often  does  not  expedite  or  support  the  regulatory 
process,  nor  does  it  adequately  elucidate  events  that  occur  in 
humans.  Due  to  widespread  frustration,  government,  academia,  and 
industry  are  predisposed  to  exploring  new,  innovative  approaches  to 
improving  the  animal  model  for  use  in  risk  assessment.   To  solve 
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this  problem,  FDA/NCTR,  building  on  a  strong  toxicology  research 
base  coupled  with  enhanced  intra-agency  participation,  and  in 
coordination  with  NIEHS  and  the  National  Toxicology  Program,  has 
initiated  a  comprehensive  program  using  a  human  drug  and  a  potent 
natural  toxin  found  on  corn,  to  improve  the  standard  animal 
carcinogenicity  assay.  The  new  system  will  utilize  state-of-the- 
art  technology  and  non-traditional  techniques  to  better  predict 
public  risk. 

Human  Resources  Development 

There  is  nationwide  lack  of  qualified  math  and  science  students, 
particularly  among  women  and  minorities.  NCTR  has  launched  an 
aggressive  program  to  improve  math  and  science  education  in 
Arkansas.  Several  different  programs  have  been  implemented  at  NCTR 
that  range  from  high  school  students  (AEGIS)  and  high  school 
teachers  (STRIVE) ,  through  undergraduate-level  personnel  (NCTR 
Summer  Student  Program  and  Stay-in-School  Program) ,  and  ending  with 
post-graduate  level  training  (INTOX,  ORISE,  Staff  Fellow,  and 
Visiting  Scientists  programs) .  Through  these  special  employment 
programs,  aimed  primarily  at  women  and  minorities,  NCTR  provided 
career  development  opportunities  for  as  few  as  20  (1985)  and  as 
many  as  195  (1992)  participants.  Currently,  142  people  are 
participating  in  research  programs  at  NCTR.  Additionally,  NCTR  and 
ORA  have  assisted  the  University  of  Arkansas  at  Pine  Bluff  (a 
historically  black  university)  with  the  development  of  an 
undergraduate  program  in  regulatory  science  which  will  be  funded  by 
a  grant  from  USDA. 

Infrastructure 

Many  of  the  FDA  field  laboratory/office  complexes  need  major 
renovation  or  replacement  within  the  next  four  to  six  years  with  an 
estimated  construction  cost  for  nine  facilities  of  $306  million 
($500/sq. ft. ) .  NCTR  has  approximately  400,000  square  feet  of  space 
available  to  renovate  at  an  estimated  cost  of  $100  million  ($8^— 
million  or  $200/sq.ft.  for  renovation  and  $20  million  to  equip  the 
laboratories)  .  The  co-location  of  scientists  from  other  parts  of 
FDA  would  be  of  mutual  benefit  in  several  ways.  The  continued 
renovation  and  increased  utilization  of  NCTR  facilities  would 
benefit  the  Agency  in  leveraging  both  its  limited  financial  and 
scientific  resources.  The  coordinated  purchase  and  consolidation 
of  expensive  state-of-the-art  instruments  such  as  mass 
spectrometers  to  be  jointly  shared  by  research  and  compliance 
laboratories  would  maximize  the  potential  of  these  instruments  to 
solve  regulatory  problems.  Agency  expenditures  for  duplicate 
equipment  could  also  be  avoided.  Hazardous  wastes  management  would 
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be  facilitated  because  NCTR  has  Federal-  and  state-approved 
facilities  to  accominodate  additional  laboratory-generated  waste 
without  major  costs  to  FDA.  Finally,  the  positioning  of  other 
Agency  scientific  personnel  at  NCTR  could  provide  a  critical  mass 
of  scientific  expertise  essential  to  solving  the  Agency's 
scientific  problem. 

Technology  Enhancement 

With  the  continued  explosion  of  science  and  technology  and 
increased  economic  pressures,  the  FDA  must  seize  the  opportunity  to 
be  proactive  in  its  approach  to  public  health.  Increasingly 
complex  products  including  drug-food  combinations,  drug-device 
combinations,  a  highly  diversified  industrial  base,  and  advances  in 
information  technology,  require  FDA  to  work  more  closely  with 
industry,  academia  and  government  to  leverage  resources  and  enhance 
our  world-wide  competitive  advantage.  NCTR's  strong  technology 
base  produces  a  healthy  research  environment  conducive  to 
innovation  and  the  development  of  mutually  beneficial  international 
science  and  technology  relationships. 

NCTR  conducts  toxicology  research  in  a  comprehensive,  state-of-the- 
art  facility  which  is  AAALAC  accredited,  has  licensed  waste 
disposal  capability,  extensive  information  management  capabilities, 
and  productive  research  interactions  with  academia  (Collaborative 
Projects),  other  government  agencies  (Interagency  Agreements),  and 
industry  (Cooperative  Research  and  Development  Agreements)  .  NCTR 
can,  through  expansion  of  its  current  collaborations,  leverage 
resource  dollars  to  effectively  enhance  these  interactions  to 
ensure  that  FDA  more  effectively  uses  its  resources,  and  NCTR  can 
act  as  a  clearinghouse  for  technological  advancement,  provide 
additional  resources  to  the  Agency,  and  coordinate  local  community 
support. 
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PROGRAM  MANAGEMENT 

STATUS  OF  PROGRAM 

This  program  involves  FDA's  central  program  direction  and 
administrative  functions.  In  addition,  it  also  is  charged  with 
issues  which  are  agency-wide  rather  than  single  program  concerns. 
The  Agency  will  continue  to  place  emphasis  on  the  economic  analysis 
of  regulations,  improving  the  exchange  of  scientific  information, 
strengthening  Agency  compliance  policy,  and  responding  to 
Congressional  and  public  inquiries.  In  particular,  the  Agency  will 
continue  its  efforts  to  review  and  consolidate  administrative 
support  functions  where  possible  and  economical,  and  its  efforts  to 
make  increased  use  of  automation  to  enhance  the  quality  and 
efficiency  of  support  functions. 

Selected  Examples  of  Recent  Progress 

1.  Freedom  of  Information 

The  impact  of  the  FOI  Act  on  agency  resources  has  been  substantial. 
A  small  central  FOI  staff  is  the  focal  point  for  coordinating 
responses,  and  for  allocating  manpower  in  all  major  components  of 
FDA,  to  respond  to  approximately  40,700  requests  a  year. 

FDA  collected  approximately  $750,903  in  fiscal  year  1992,  compared 
to  $671,000  in  1991,  and  expended  approximately  120  staffyears  for 
FOI  requests  in  1992. 

2 .  Total  Quality  Management 

The  Office  of  Management  is  two  and  one  half  years  into  its  Total 
Quality  Management  initiative.  To  date  the  entire  organization  has 
been  exposed  to  TQM  through  either  a  one  day  or  two  day  TQM 
Awareness  Workshop  model.  Three  of  the  largest  Offices/Divisions 
within  OM  have  completed  strategic  planning,  which  included  the 
development  of  mission  statements  with  guiding  principles  as  well 
as  action  plans  to  support  the  accomplishment  of  a  future  vision 
for  that  organization.  These  plans  are  consistent  with  the  overall 
mission  and  vision  of  the  Office  of  Management. 

Several  surveys  have  been  used  within  OM  as  well  as  outside  to 
measure  different  aspects  of  customer  service  to  our  customers. 
Since  we  have  internal  as  well  as  external  customers,  we  have  begun 
to  measure  such  things  as  employee  satisfaction,  effectiveness  of 
communications,  etc.  We  have  also  asked  outside  customers,  through 
the  use  of  random  surveying,  how  we  are  doing  on  diffeent  processes 
and  have  begun  to  develop  action  plans  around  that  data. 

Eight  Process  Improvement  Teams  have  completed  their  work.  They 
each  made  formal  presentations  to  different  customer  groups.  Many 
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of  the  teams'  recommendations  have  been  implemented.  These  teams 
are  now  in  the  process  of  measuring  the  improvement  of  their 
processes  one  year  after  recommendations  for  change  were 
implemented.    Processes  on  which  the  teams  focused  included: 

Travel  Voucher  Processing 

ADP/Telecommunications  Resource  Acquisitions  Process 

Employee  Performance  Management  Systems  Awards  Process 

Negotiated  Contract  Awards  Process 

Office  Moves  Process 

Personnel  Security  Processing 

Cash  Awards  Processing 

Management  Studies  and  Staff  Work 

We  have  trained  15  of  our  own  employees  to  serve  as  facilitators 
within  OM.  They  will  facilitate  PIT  teams  as  well  as  natural  work 
teams,  steering  groups,  task  forces,  etc. 

The  senior  staff  of  the  Office  of  Management,  also  known  as  the 
Quality  Leadership  Council,  continues  to  manage  the  implementation 
of  Total  Quality  Management  throughout  the  organization. 

3.    Training  Efforts 

FDA  continues  to  focus  resources  on  programs  and  initiatives 
designed  to  develop  and  retain  its  employees.  The  Agency's 
training  efforts  are  concentrated  in  the  following  major  areas: 

o  Management  and  Executive  Development:  FDA  is  providing 
training  and  developmental  opportunities  to  enhance  the 
skills  of  seasoned  managers  and  to  develop  the  skills  of 
new  supervisors  and  managers. 

o  Biotechnology:  The  Agency  continues  to  devote  resources 
to  establishing  and  supporting  training  programs  in 
biotechnology.  This  vital  area  is  constantly  expanding 
and  FDA's  scientific  expertise  must  expand  as  well. 


115 


311 


ADP  SUMMARY 

($000) 

Increase 

1992 

1993 

FY  1994 

or 

Actual 

Appropriation 

Estimate 

Decrease 

ADP  Obliaations 

bv  Accounts 

;/ Source 

Salaries  and 

Expenses. . . 

$55,623 

$55,000 

$55,000 

—— — 

Distribution  bv 

Tvce  of  Expenditure 

In-house 

Operations. 

$43,421 

$42,000 

$42,000 



Outside  Serv. 

12,202 

13.000 

13,000 



$55,623 

$55,000 

$55,000 



Distribution  bv 

Proqram 

Foods 

8,343 

8,250 

8,250 



Drugs  and 

Biologies. . 

15,017 

14,850 

14,850 



Veterinary 

Medicine. . . 

1,669 

1,650 

1,650 

--— 

Devices  and 

Rad . Prod .  .  . 

6,674 

6,600 

6,600 



Nat.  Ctr.  for 

Tox.  Res. . . 

5,562 

5,500 

5,500 



Prog.  Mgt. .  .  . 

8,899 

8,800 

8,800 



Field  Act 

9,459 

9,  350 

9,350 



TOTAL 

$55,623 

$55,000 

$55,000 



ADP  APPLICATIONS 

FDA  utilizes  ADP  applications  primarily  in  two  areas:  data 
collection  and  analysis  in  its  laboratories;  and  information 
management  of  large  volumes  of  data  used  for  inspections,  product 
application  review,  product  monitoring,  and  other  activities.  By 
means  of  ADP  applications,  FDA  is  able  both  to  conduct  state-of- 
the-art  scientific  research  and  to  maximize  limited  manpower 
resources  in  its  regulatory  efforts.  At  a  time  when  many 
scientific  discoveries  and  technological  innovations  are  affecting 
the  products  FDA  regulates,  the  application  and  use  of  modern 
automatic  data  processing  capabilities  is  critical  to  FDA's  effort 
to  base  its  regulatory  decisions  on  the  best  science  available. 
Today,  scientific  laboratories  extensively  use  ADP  equipment  to 
collect,  process  and  analyze  experimental  data  making  it  possible 
to  obtain  results  almost  immediately  thereby  saving  hundreds  of 
person-hours  in  many  kinds  of  experiments. 
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Recent  Accomplishinents  and  Improvement  Plans 

The  Food  and  Drug  Administration  (FDA)  is  developing  a  strategic 
systems  plan  designed  to  enhance  its  ability  to  execute  its  mission 
of  protection  of  public  health  through  product  regulation.  This 
strategic  systems  plan  will  have  four  areas  of  focus:  managing  the 
submission  of  product  applications;  facilitating  access  to 
information;  supporting  decision  processes;  and  supporting 
administrative  functions.  Two  major  contracts  will  be  developed  to 
support  this  effort:  Submission  Management  and  Review  Tracking 
System  (SMART)  and  Agencywide  strategic  systems. 

8MAKT  -  The  goal  of  the  SMART  Program  is  to  reduce  the  time 
required  to  bring  new  human  drug,  human  biologies,  and  animal 
drug  products  to  market  through  process  improvement  and  the 
use  of  information  systems  technologies  in  the  preparation, 
submission,  and  review  of  applications  from  industry.  A 
common  information  architecture  and  systems  approach  will  be 
used  to  link  together  the  drugs,  biologies,  and  animal  drug 
review  processes  and  their  interfaces  with  the  field 
activities  supporting  the  product  approval  process.  The 
Office  of  Management  and  Budget  (0MB)  selected  SMART  to  be 
included  in  its  Program  for  Priority  Systems  (PPS) . 

AGENCYWIDE  STRATEGIC  SYSTEMS  -  There  will  be  numerous 
information  systems  initiatives  which  are  directly  supportive 
of  the  Agency's  overall  mission.  These  systems  will  cross 
organization  boundaries  within  the  FDA  and  will  directly 
support  the  Agency's  strategic  plan  in  the  areas  of  pre-market 
approval,  post-market  surveillance  of  regulated  products,  and 
administrative  functions.  Systems  developed  under  this 
contract  will  be  integrated  with  and  will  provide  critical 
areas  of  functional  support  to  the  SMART  System.  Examples  of 
such  initiatives  would  include  Agency-wide 
establishment/product  registration,  user  fee  administration, 
adverse  effects  reporting,  and  administrative  systems. 

The  contract  has  been  extended  to  continue  the  design  and 
development  of  the  Import  Support  and  Information  System  (ISIS) . 
This  will  be  followed  by  a  pilot  test  involving  several  Districts 
representing  a  cross  section  of  the  import  activity.  Upon 
completion  of  a  successful  pilot  test,  the  system  will  be 
implemented  nationwide. 

Since  ISIS  must  closely  interface  with  the  Field  Information  System 
(FIS) ,  FIS  is  being  redesigned  into  a  relational  database 
management  system.  The  implementation  of  ISIS  and  the  redesigning 
of  FIS,  renamed  Field  Accomplishments  and  Compliance  Tracking 
System  (FACTS) ,  will  extend  over  several  years. 
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The  major  thrust  of  FDA's  programs  in  future  years  will  be  the 
continued  achievement  of  the  Agency's  primary  mission — consumer 
protection.  In  pursuing  this  goal,  the  highest  program  priorities 
will  be  to  improve  and  expedite  the  review  processes  for  new  human 
drugs  and  for  medical  devices.  Increased  emphasis  will  be  placed 
on  FDA's  coverage  of  imports. 
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Thursday,  March  25,  1993. 
COMMODITY  FUTURES  TRADING  COMMISSION 

WITNESSES 

WILLIAM  P.  ALBRECHT,  ACTING  CHAIRMAN 
DONALD  TENDICK,  DEPUTY  EXECUTIVE  DIRECTOR 
MADGE  BOLINGER,  BUDGET  DIRECTOR 

Mr.  DuRBiN.  Welcome  to  the  meeting  for  the  Appropriations  Sub- 
committee on  Agriculture,  Rural  Development,  Food  and  Drug  Ad- 
ministration and  Related  Agencies.  We  have  got  a  roUcall  so  let  me 
run  over  and  vote  and  then  we  will  get  to  it. 

[Recess.] 

Mr.  DuRBiN.  Mr.  Albrecht,  thanks  for  your  patience.  At  this 
point  we  will  start  with  the  testimony,  your  entire  statement  will 
be  made  part  of  the  record.  If  you  would  like  to  summarize  or  high- 
light your  statement,  we  would  appreciate  it  very  much. 

INTRODUCTIONS 

Dr.  Albrecht.  Thank  you,  Mr.  Chairman.  I  appreciate  the  oppor- 
tunity to  be  here  today.  Accompanjdng  me  are  Don  Tendick,  who  is 
our  Deputy  Executive  Director,  rather  than  Ewen  Wilson,  who  is 
indicated  in  the  prepared  statement,  and  Madge  Bolinger,  my 
Budget  Director. 

FY  1994  BUDGET  REQUEST 

In  my  statement  today  I  would  like  to  provide  you  with  a  per- 
spective of  what  the  requested  budget  figure  means  for  the  Com- 
mission. The  comments  which  follow  are  offered  with  the  knowl- 
edge that  the  President  is  serious  about  making  budget  cuts  and 
reducing  the  Federal  deficit.  I  fully  support  efforts  to  get  the  deficit 
under  control,  but  I  would  like  this  committee  to  understand  the 
choices  and  the  tradeoffs  that  must  be  made  in  funding  our  agency 
at  the  level  requested  by  the  President.  Let  me  summarize  our 
concerns. 

First,  the  $47,485  million  proposed  budget,  after  adjustment  to 
account  for  inflation  and  other  cost  increases,  is  a  cut  for  the  third 
year  in  a  row.  The  Commission's  programs  have  been  under  finan- 
cial pressure  for  several  years.  We  already  have  instituted  a  hiring 
freeze,  cut  essential  services,  including  deferring  an  upgrade  of  the 
Commission's  mainframe  computer,  made  a  20  percent  cut  in 
travel  and  training,  and  eliminated  all  employee  awards,  among 
other  retrenchments. 

Our  current  on-board  staff  is  568  FTEs,  and  the  staff  ceiling  pro- 
vided in  the  proposed  budget  falls  to  554.  But  this  budget  will  not 
support  even  554  people  if  we  include  the  support  services  neces- 
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sary  for  that  number,  including  travel  to  the  sites  of  audits  and  in- 
vestigations, computer  support,  and  transcription  services  for  legal 
proceedings. 

PROGRAMS 

Let  me  briefly  touch  on  each  of  our  programs,  each  of  our  key 
programs:  enforcement,  surveillance,  compliance  and  review  of  ex- 
change rule  changes. 

In  enforcement,  we  have  a  very  strong  program  which  in  the 
past  year  has  successfully  concluded  many  cases  against  individ- 
uals, firms  and  members  of  exchanges.  In  one  case  last  year,  for 
example,  which  did  require  international  travel  and  the  coopera- 
tion of  foreign  regulators,  we  levied  a  fine  of  $650,000. 

As  you  all  know,  one  of  our  primary  responsibilities  is  to  main- 
tain a  surveillance  program  to  detect  and  deter  attempts  to  manip- 
ulate or  otherwise  distort  the  market.  Without  assurance  that  mar- 
kets are  free  of  manipulation,  their  value,  especially  to  the  agricul- 
ture community,  will  be  diminished. 

We  have  an  ongoing  compliance  program  to  ensure  that  the 
Commission's  rules  concerning  financial  and  market  integrity  are 
followed.  The  thoroughness  of  this  operation,  as  with  all  of  them, 
depends  in  large  measure  upon  the  amount  of  people  and  other  re- 
sources that  we  devote  to  it. 

Another  important  function  of  the  Commission  is  to  review  every 
proposal  by  an  exchange  to  change  its  own  rules.  Currently,  there 
are  more  than  50  such  proposals  pending  at  the  Commission,  a 
fairly  typical  number.  Many  of  these  changes  are  minor  and  can  be 
e£isily  dealt  with.  Some,  however,  involve  complex  issues  and  are 
ones  which  exchanges  believe  can  greatly  enhance  their  ability  to 
attract  business  and  remain  competitive  internationally. 

It  takes  a  considerable  amount  of  staff  time  to  review  such  pro- 
posals. In  my  view,  we  must  maintain  and  in  fact  improve  our  abil- 
ity to  respond  quickly  to  requests  for  approval  of  such  proposals.  It 
is  essential  for  the  Commission  to  keep  pace  with  the  rapid  pace  of 
change  in  the  commodities  industry.  If  we  fail  to  do  this,  both  the 
industry  and  the  customers  it  serves  will  suffer. 

WORKLOAD  INCREASE 

While  the  programs  I  just  described  have  been  in  place  for  years, 
the  workload  has  grown  as  the  industry  we  regulate  has  grown. 
The  number  of  contracts  traded,  for  example,  has  doubled  in  the 
last  7  years,  and  the  Futures  Trading  Practices  Act  of  1992  has 
greatly  increased  our  responsibilities.  It  requires  us  to  issue  a 
number  of  new  rules  and  conduct  several  in-depth  studies.  The 
total  of  these  I  believe  is  21.  And  just  Monday  of  this  week  I  re- 
ceived notification  from  the  Federal  Reserve  that  it  was  delegating 
responsibility  for  oversight  of  margins  on  stock-index  futures  to  the 
CFTC. 

So,  in  conclusion,  while  we  hope  to  continue  successfully  fulfill- 
ing our  statutory  mandate  by  reallocating  resources  and  responsi- 
bilities, the  possibility  remains  that  our  overall  effectiveness  will 
be  impaired.  While  we  believe  that  the  CFTC  has  done  a  good  job 
in  dealing  with  its  budgetary  constraints  for  several  years  now. 
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clearly,  if  our  budget  is  effectively  reduced  for  a  third  consecutive 
year,  something  will  have  to  give.  We  will  redouble  our  efforts  to 
be  as  efficient  as  possible,  but  some  combination  of  delegation  of 
functions  to  SROs  and  program  cutbacks  seems  likely. 

Thank  you,  Mr.  Chairman.  We  would  be  happy  to  answer  ques- 
tions. 

[Clerk's  note. — Biographies  for  the  Acting  Chairman,  Deputy 
Executive  Director  and  Director,  Office  of  Budget  and  Fiscal  Oper- 
ations appear  on  pages  386  through  388.  Mr.  Albrecht's  prepared 
statement  and  FY  1994  Budget  Explanatory  Notes  appear  on  pages 
389  through  531.] 

Mr.  DuRBiN.  Thank  you,  Mr.  Albrecht. 

I  understand  the  predicament  which  you  face  in  having  a  budget 
that  does  not  increase  to  even  meet  the  needs  of  inflation  for  your 
employees.  But  I  will  have  to  tell  you  that  it  is  very  difficult  for  me 
to  sit  here  and  have  a  great  deal  of  sympathy  for  this  situation, 
and  I  will  tell  you  exactly  why. 

BUDGET  HISTORY 

Since  fiscal  year  1982,  the  budget  for  this  agency  has  grown  by 
129  percent.  A  lot  of  agencies  that  we  deal  with  do  not  have  that 
good  fortune.  And  you  have  seen  an  increase  in  the  money  avail- 
able, or  at  least  your  agency  has,  from  $20.7  million  in  fiscal  year 
1982  to  $47.3  million  now.  Since  1988,  for  example,  to  give  you  an 
idea  of  what  is  happening  with  the  exchanges,  there  has  been  a  24 
percent  increase  in  exchange  volume  while  your  own  budget  has 
increased  by  44  percent. 

So  it  is  kind  of  hard  for  me  to  have  a  great  deal  of  S3mQpathy  for 
your  situation,  I  think  you  are  going  to  be  faced  with  the  same 
kind  of  demands  as  many  other  agencies,  but  you  have  just  had  a 
wonderful  experience  over  the  last  10  years  in  terms  of  increase  in 
staff  and  appropriations.  And  to  ask  you  at  this  point  to  tighten 
the  belt,  I  do  not  believe  is  unreasonable.  And,  frankly,  to  hear  you 
testify  about  how  this  is  going  to  cripple  the  Agency  is  a  little  hard 
to  take. 

Dr.  Albrecht.  Well,  Mr.  Chairman,  I  appreciate  your  comments, 
and  my  intention  today  is  not  to  complain.  I  think  my  intention 
today  is  to  try  to  lay  out  very  clearly  how  we  at  the  Commission 
view  our  situation. 

We  have  had  budget  increases.  Many  of  those  have  been  necessi- 
tated by  staff  increases  which  I  believe  Congress  wanted  us  to 
have.  And  we  have  incurred  additional  responsibilities.  All  I  am 
saying  is  that  we  are  concerned  that  people  understand  we  may 
not  be  able  to  do  everything  we  have  been  asked  to  do,  as  rapidly 
as  everybody  would  like. 

Mr.  DuRBiN.  Well,  I  do  not  know  if  this  AP  story  is  accurate  in 
terms  of  your  testimony  before  the  Agriculture  Committee,  but 
when  you  start  suggesting  publicly  that  you  are  going  to  have  to 
start  delegating  your  watchdog  duties  to  the  private  sector  because 
of  budget  constraints,  this  is  a  little  hard  to  swallow. 

You  have  been  treated  royally  by  this  committee.  This  Agency 
has  done  exceedingly  well.  1  cannot  think  of  another  agency  in  Fed- 
eral Government  outside  of  the  Pentagon  that  has  done  as  well  in 
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the  last  10  years.  And  now  to  hear  these  dire  predictions  about  how 
bad  it  is  going  to  get,  because  we  are  asking  you  to  hold  the  line  at 
last  year's  spending  level,  is  a  little  difficult  to  handle. 

How  would  you  respond  to  the  fact  that  your  agency  has  grown 
by  44  percent  during  the  period  of  time  when  the  industry  that  you 
regulate  has  only  grown  by  24  percent? 

Dr.  Albrecht.  Since  1989  our  staff — the  number  of  authorized 
FTEs — has  grown  by  approximately  6  percent.  Since  1986,  the 
volume  on  U.S.  futures  exchanges  more  than  doubled.  So  I  think 
that  there  are  several  numbers  from  which  one  can  choose  to  argue 
about  whether  our  rate  of  growth  has  been  appropriate. 

STAFFING 

Mr.  DuRBiN.  Let  us  ask  about  some  specifics.  How  many  employ- 
ees do  you  presently  have? 

Dr.  Albrecht.  There  are  currently  568  on  board.  Our  written 
statement  says  572,  but  several  have  left  since  we  prepared  that 
document. 

Mr.  DuRBiN.  Do  you  know  how  many  employees  are  at  the  Secu- 
rities and  Exchange  Commission? 

Dr.  Albrecht.  I  know  that  their  authorized  level  for  this  year  is 
2,677,  a  figure  which  is  35  percent  higher  than  it  was  in  1989. 

Mr.  DuRBiN.  So  they  are  about  five  times  your  level? 

Dr.  Albrecht.  Yes. 

Mr.  DuRBiN.  Let  me  ask  you  about  your  Public  Affairs  Office  at 
CFTC.  Do  you  know  how  many  people  work  there? 

Dr.  Albrecht.  Give  me  just  a  minute.  I  would  guess  about  eight. 
That  includes  educational  services. 

Mr.  Durbin.  And  do  you  know  how  many  people  work  in  the 
Public  Affairs  Office  at  the  SEC? 

Dr.  Albrecht.  No,  sir. 

Mr.  Durbin.  I  have  been  told  that  it  is  nine. 

Dr.  Albrecht.  Nine. 

[Clerk's  note. — Subsequent  to  the  hearing,  SEC  provided  the 
following:] 

There  are  eleven  employees  in  the  SEC's  Public  Affairs  office.  The  SEC  also  em- 
ploys twenty-four  persons  in  its  Consumer  Affairs  office  which  performs  functions 
similar  to  those  performed  by  the  CFTC's  Office  of  Communications  emd  Education 
Services. 

Mr.  Durbin.  Let  me  ask  you  about  the  Senior  Executive  Service, 
which  I  asked  about  yesterday. 

Dr.  Albrecht.  Yes. 

Mr.  Durbin.  It  seems  that  you  have  a  pretty  extraordinary 
number  of  high-salaried  Senior  Executive  Service  employees.  Out 
of  your  560  or  570  employees,  24  are  at  the  Senior  Executive  Serv- 
ice level.  Now,  if  I  understand  the  reauthorization  bill  for  your 
Agency  32  SES  positions  are  authorized,  which  also  seems  to  me 
fairly  high  by  most  agency  standards. 

Would  you  comment  on  that? 

Dr.  Albrecht.  We  have  24  authorized  SES  positions.  We  current- 
ly have  20  SES  positions  filled.  That  is  the  same  number  we  had  in 
1987.  We  did,  for  most  of  the  past  three  or  four  years,  have  21  SES 
employees.  We  are  down  to  20.  So  the  SES  number  has  remained 
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constant  over  all  the  time  that  I  have  been  there  and  for  some  time 
before  I  arrived. 

Mr.  DuRBiN.  Your  Commission  has  a  higher  percentage  of  Senior 
Executive  Service  employees  than  USDA,  and  more  than  double 
the  percentage  of  the  Securities  and  Exchange  Commission. 

Why  would  that  be? 

Dr.  Albrecht.  I  can  only  speculate.  We  have  approximately  the 
same  number  of  operating  divisions  as  the  SEC,  and  typically  Divi- 
sion Director  positions  and  Deputy  Director  positions  are  SES.  So  I 
would  imagine  that  as  a  general  rule,  the  smaller  the  agency,  the 
higher  the  percentage  of  SES  employees. 

I  think  Madge  is  nodding  her  head.  Is  that  correct? 

Ms.  Bouncer.  I  think  that  would  be  appropriate. 

ALLOCATION  OF  STAFF 

Mr.  DuRBiN.  Let  me  ask  you  about  the  allocation  of  staff  within 
your  agency.  For  example,  in  New  York,  how  many  employees  do 
you  have  in  your  New  York  office? 

Dr.  Albrecht.  We  have,  I  believe,  85. 

Mr.  DuRBiN.  And  could  you  tell  me  what  percentage  of  the  trade 
activity  that  you  regulate  takes  place  in  New  York  City,  roughly?  I 
do  not  need  an  exact  percentage. 

Dr.  Albrecht.  It  would  be  less  than  half,  considerably  less  than 
half. 

Mr.  DuRBiN.  Think  it  may  be  around  20  percent? 

Dr.  Albrecht.  Twenty  percent. 

Mr.  DuRBiN.  Do  you  know  how  many  employees  the  SEC  has  in 
its  New  York  office? 

Dr.  Albrecht.  No,  sir. 

Mr.  Durbin.  Again,  I  don't  know  if  this  is  correct  but  I  have 
been  told  it  is  fifty-one. 

So  you  have  about  34  more  employees.  It  would  seem  to  me  that 
the  SEC,  with  much  larger  responsibilities  in  New  York,  would 
have  more  employees  located  there,  yet  it  reportedly  has  fewer  em- 
ployees than  the  CFTC  in  that  area.  It  is  a  little  hard  for  me  to  put 
together  your  allocation  of  staff  in  this  situation. 

Is  there  an  explanation  for  this? 

Dr.  Albrecht.  Many  of  the  FCMs,  or  futures  commissions  mer- 
chants, that  we  regulate  are  in  New  York,  and  much  of  our  activity 
is  directed  toward  overseeing  them. 

[Clerk's  note. — Subsequent  to  the  hearing  the  SEC  provided  the 
following  information:] 

There  are  265  employees  in  the  SEC's  New  York  Regional  Office. 

Mr.  Durbin.  It  is  hard  to  imagine  that  you  have  a  larger  respon- 
sibility there  than  the  SEC. 

Dr.  Albrecht.  I  do  not  argue  that  we  do.  I  think  that  we  have 
situated  our  staff  somewhat  differently  from  the  SEC.  I  mean,  I 
presume,  based  on  overall  size,  they  have  many  more  people  in 
Washington  than  we  do.  We  made  the  call  that  it  is  appropriate  to 
have  staff  in  New  York  and  Chicago  where  the  markets  are. 

Mr.  Durbin.  Let  me  ask 

Dr.  Albrecht.  And  again — excuse  me,  sir. 

Mr.  Durbin.  Go  ahead. 


320 

Dr.  Albrecht.  We  have  a  very  active  surveillance  program 
which  I  think  is  somewhat  more  intensive  than  the  type  of  activity 
that  the  SEC  is  called  upon  to  do.  We  monitor  all  futures  markets 
on  a  daily  basis  to  ensure  that  there  are  no  attempts  to  comer  or 
manipulate  them.  That  goal  is  the  historical  basis  for  the  creation 
of  the  CFTC.  Market  surveillance  is  an  ongoing  serious  effort  that 
takes  a  large  percentage  of  our  staff.  So  most  of  the  staff  in  New 
York  are  either  surveillance  staff  or  are  engaged  in  auditing  the 
FCMs,  or  are  part  of  our  enforcement  effort. 

Mr.  DuRBiN.  If  it  is  correct  it  is  still  hard  to  understand  in  rela- 
tive terms  why  you  have  more  people  there  than  the  SEC. 

INTERNATIONAL  PROGRAM 

Let  me  ask  you,  I  want  to  give  you  an  opportunity  to  respond  to 
the  Washington  Post  story  on  your  travel.  And  I  might  say  at  the 
outset  that  our  staff  review  has  concluded  that  we  can  find  no  vio- 
lation of  any  rules  involved  in  either  the  volume  or  nature  of  your 
travel.  There  seems  to  be  an  unusually  high  amount  of  personal 
time  attached  to  your  ofBcial  travel,  but,  again,  let  me  add,  in  de- 
fense of  your  position  and  your  activity,  we  can  find  no  violation  in 
our  first  look  at  it. 

Would  you  like  to  explain  why  it  was  necessary  since  September 
of  1989  for  you  to  visit  Paris  five  times,  Sydney  and  London  three 
times.  Hong  Kong,  Tokyo  twice,  Switzerland  twice,  Bermuda,  To- 
ronto, Montreal  and  Trinidad? 

Dr.  Albrecht.  Yes,  sir.  I  would  be  happy  to. 

First  of  all,  let  me  just  talk  a  little  bit  about  our  international 
program  and  then  talk  about  how  I  fit  into  that. 

The  CFTC,  in  recent  years,  has  become  increasingly  involved  in 
working  with  international  regulators  in  other  countries.  Some  of 
the  impetus  for  that  came  in  1988,  when  the  International  Organi- 
zation of  Securities  Commissions  asked  the  CFTC  to  become  a 
member  of  the  Technical  Committee,  which  is  a  policy-making 
group  of  IOSCO,  because  of  its  interest  in  futures  regulation  and  its 
desire  to  encompass  futures  regulation  in  what  IOSCO  does.  So  we 
have  done  a  lot  of  that. 

We  also  work  with  a  group  of  international  futures  regulators 
which  meets  twice  a  year.  It  meets  annually  at  the  meeting  of  the 
FIA,  Futures  Industry  Association,  in  Boca  Raton,  Florida.  I  chaired 
that  meeting  last  week  in  Boca  where  there  were  representatives  from, 
I  believe,  14  countries.  I  think  we  have  had  some  substantial  ac- 
complishments coming  out  of  our  work  with  that  group. 

Mr.  DuRBiN.  How  many  of  your  staff  people  went  to  Boca  Raton? 

Dr.  Albrecht.  We  had  15  there. 

Mr.  DuRBiN.  Yes,  sir. 

Dr.  Albrecht.  The  international  futures  group  also  meets  annu- 
ally at  Burgenstock,  Switzerland,  and  that  accounts  for  my  trips  to 
Burgenstock.  One  time  I  was  on  the  program  there,  and  every  time 
I  have  been  there  I  have  been  a  representative  of  the  CFTC  to  the 
international  futures  regulators  meeting,  which  I  think  is  produc- 
ing some  things  which  will  have  substantial  benefits  for  the  U.S. 
futures  industry.  I  expect  within  the  next  month  we  will  have  a 
document  which  can  be  used  internationally  for  disclosure,  so  that 
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a  firm  in  the  U.S.  will  only  have  to  use  that  one  document  rather 
than  different  documents  for  each  country.  If  we  are  successful  in 
doing  that,  whatever  we  spend  on  those  trips  will  be  a  fraction  of 
the  savings  to  the  firms  that  are  involved. 

We  also  have  spent  a  lot  of  time  negotiating  with  other  countries 
Memoranda  of  Understanding  which,  in  some  cases,  address  en- 
forcement issues,  so  that  if  we  need  information  in  another  country 
to  permit  us  to  pursue  an  enforcement  case,  we  can  get  that  infor- 
mation. That  takes  travel  to  establish  relationships  with  foreign 
regulators. 

And  as  I  mentioned  in  my  oral  statement,  in  the  past  year  we 
successfully  prosecuted  a  case  which  brought  $650,000  into  the  U.S. 
Treasury,  which  could  never  have  occurred  without  the  travel  asso- 
ciated directly  with  that  case;  nor  without  the  travel  and  phone 
calls  associated  with  establishing  those  MOUs,  the  Memoranda  of 
Understanding.  That  $650,000  is  more  than  we  have  spent  in  the 
entire  life  of  the  CFTC  on  international  travel. 

Now,  let  me  talk  about  my  own  role  in  this.  Until  fairly  recently 
I  have  been  a  commissioner  rather  than  Acting  Chairman  of  the 
Commission.  A  commissioner  is  something  of  a  free  spirit.  The 
Commissioner  has  no  operational  responsibilities,  has  a  staff  of 
three  people  and  is  responsible  for  making  policy,  representing  the 
Commission  at  various  functions,  acting  as  a  conscience  for  the 
chairman,  whatever.  In  late  1989,  then-Chairman  Wendy  Gramm, 
realizing  that  international  travel  was  becoming  important  and 
wanting  someone  to  take  a  lead  role  in  this,  asked  me  if  I  would  do 
it.  She  said  she  thought  it  would  be  better  for  me  to  do  most  of  this 
travel,  rather  than  for  her  to  do  it,  because  she  did  have  serious 
operational  responsibilities.  If  I  could  do  it,  it  would  make  smooth 
running  of  the  agency.  She  thought  I  was  well  qualified  to  do  the 
job  professionally  and  personally,  and  I  agreed  to  do  it. 

IOSCO  WORKING  PARTIES 

So  almost — save  one  foreign  trip,  my  foreign  travel  occurred 
while  I  was  not  Acting  Chairman,  I  was  doing  almost  all  of  these 
trips  at  the  request  of  the  Chairman  to  represent  the  CFTC.  So  I 
have  gone  to  meetings  of  the  Technical  Committee  of  IOSCO.  Those 
occur  two,  three  times  a  year.  Many  of  the  trips  that  you  mention 
there  are  in  connection  with  that.  I  also  have  represented  the  Com- 
mission on  two  working  parties  of  IOSCO.  One  was  a  working  party 
to  establish  conduct  of  business  principles.  That  party  was  created 
at  the  meeting  of  the  Technical  Committee  in  Paris,  in  1990.  We 
decided  that  it  was  important  for  the  CFTC  to  join  that. 

Then  about  two  or  three  days  before  the  first  meeting  of  that 
working  party  Wendy  came  to  my  office  and  said,  Bill,  we  have  got 
to  send  somebody  to  this  working  party.  I  would  like  you  to  go.  So, 
I  took  four  trips  to  Paris  over  a  span  of  three  or  four  months  in  the 
spring  of  1990.  Those  were  associated  with  that  working  party.  The 
working  party  met  those  four  times,  came  out  with  a  document,  a 
conduct  of  business  principles  document,  which  has  been  adopted 
by  IOSCO  and  which  has  been  adopted  by  the  CFTC,  or  subscribed 
to  by  the  CFTC  and  a  number  of  agencies,  and  I  think  it  is  a  very 
useful  document.  It  sets  forth  the  types  of  activity  that  internation- 
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al  regulators  should  be  looking  at  in  writing  and  setting  up  regula-i 
tory  S3rstems. 

There  was  another  working  party  which  originally  was  the 
Working  Party  of  Futures.  Initially,  the  CFTC  chaired  that  work- 
ing party,  and  I  attended  several  meetings  of  that  working  party. 
That  group  came  up  with  a  very  valuable  product.  We  have  a  book 
which  is  several  inches  thick,  which  has  been  updated  every  year 
by  the  CFTC,  which  contains  a  discussion  of,  the  regulatory  system 
of  each  country  that  has  a  futures  market  and  compares  those  sys- 
tems. It  is  an  invaluable  document  for  regulators  in  all  countries  so 
we  know  what  is  going  on  in  the  other  coimtries,  how  they  do 
things.  I  have  found  the  meetings  of  the  two  working  parties  to  be 
very  useful  in  helping  us  all  to  understand  how  different  countries 
deal  with  similar  problems.  There  is  a  tangible  work  product  thatj 
came  out  of  the  Futures  Working  Party,  which  I  think  is  valuable 
to  us  and  elsewhere.  i 

Then,  in  1991,  when  Mr.  Breeden  became  chairman  of  the  Tech- 
nical Committee,  it  was  reorganized  somewhat  and  the  Futures' 
Working  Party  was  put  aside  or  combined  into  a  new  working 
party  called  the  Working  Party  on  Secondary  Markets.  Until  recently 
I  have  been  the  CFTC  delegate  to  that  working  party. 

Since  becoming  Acting  Chairman  or  shortly  before  becoming 
Acting  Chairman,  when  I  saw  it  was  going  to  happen,  I  passed  that 
responsibility  on  to  somebody  else. 

INTERNATIONAL  REGULATORY  STANDARDS 

The  Working  Party  has  dealt  with  trying  to  devise  international 
standards  for,  first  of  all,  what  criteria  should  regulatory  commissions 
look  at  in  approving  a  stock  index  future.  We  have  considered  the 
question  of  cooperation  between  securities  markets  and  futures 
markets  in  the  area  of  stock  index  futures  and  options  on  those  fu- 
tures, in  order  to  better  coordinate  among  ourselves  how  we  would 
deal,  one,  with  international  disruptions.  Coming  out  of  that  work- 
ing party  is  a  document  on  the  type  of  information  to  be  shared  in 
the  case  of  any  kind  of  major  market  disruption.  If  that  work  re- 
sults in  prompt  action  by  us  or  any  other  regulator  in  keeping  just 
one  firm  from  going  under,  much  less  a  market  being  seriously  dis- 
rupted, the  cost  again  is  a  fraction  of  the  benefit.  So  I  think  there 
is  a  tangible  product  coming  out  of  that  travel. 

So  most  of  my  travel  has  been  associated  with  either  going  to  the 
futures  regulatory  meetings  in  Europe;  going  to  the  working  party 
meetings  around  the  world,  they  have  been  in  Japan  and  in 
Europe  and  in  the  U.S.,  going  to  the  annual  meeting  of  IOSCO, 
which  has  been  Italy,  in  the  U.S.,  and  in  London;  going  to  meetings 
of  the  Technical  Committee  of  IOSCO,  which  have  been  in  Hong 
Kong,  which  have  been  in  France,  Switzerland,  the  U.S.,  and  most 
recently  m  Trinidad. 

I  did  go  to  a  conference  in  Australia  and  spoke  at  that,  in  1990.  I 
went  to  Bermuda,  paid  for  primarily  by  the  ABA.  I  gave  a  talk 
there,  I  think  it  was  September  of  1991. 

Have  I  left  an5^hing  out  that  is  on  your  list? 

Mr.  DuRBiN.  Tobago. 
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Dr.  Albrecht.  Tobago.  That  was — well,  Trinidad  was  the  IOSCO 
Technical  Committee  meeting  in  February.  After  the  meeting  in 
Trinidad,  I  took  a  couple  of  days  off  and  went  to  Tobago  at  my  own 
expense. 

Mr.  DuRBiN.  Well,  you  have  sent  a  memo,  I  believe,  to  your 
agency  staff  saying  because  of  the  austerity  that  is  ahead,  the 
people  in  charge  of  travel  had  to  consolidate  travel  events,  take 
one-day  trips  to  avoid  lodging,  and  send  a  minimum  of  staff  to  ac- 
complish their  task;  at  least  that  is  what  the  newspaper  quotes  the 
memo  as  saying. 

FUTURE  TRAVEL  PLANS 

So  what  are  your  plans  in  terms  of  curtailing  your  own  travel? 

Dr.  Albrecht.  That  memo  went  out  some  time  ago,  did  it  not, 
when  I  was  on  the  Commission,  not  when  I  was  Chairmsin.  But  I 
would  have  sent  a  similar  memo. 

Well,  as  I  said,  I  have  already  passed  on  to  another  member  of 
the  staff  my  responsibilities  with  the  working  party.  I  would  think 
as  Acting  Chairman,  I  would  not  do  any  more  of  that. 

There  is  a  meeting  of  the  Technical  Committee  in  Amsterdam,  in 
June.  I  think  the  CFTC  should  be  represented  there.  I  think  a 
member  of  the  Commission  has  to  go  to  that.  These  meetings  are 
attended  by  the  Chairman  of  the  relevant  regulatory  agency  in  the 
U.K.,  the  chairman  of  the  relevant  regulatory  agency  in  France, 
the  director  of  the  securities  bureau  of  the  Japanese  Ministry  of  Fi- 
nance and  so  forth  and  so  forth.  It  simply  would  be  inappropriate, 
if  CFTC  is  going  to  participate  in  those,  to  send  somebody  other 
than  at  least  a  commissioner.  In  fact,  we  have  been  criticized  some- 
what— if  Wendy  was  not  attending  and  sending  a  mere  commis- 
sioner to  those  meetings. 

I  have  also  done  a  few  things  to  try  to  encourage  senior  staff  to 
economize  on  their  travel. 

I  should  add,  sir,  that  I  have  combined  many  of  these  trips  into 
one  trip.  We  have  worked  very  hard  to  try  to  schedule  different 
meetings  at  the  same  time,  to  schedule  a  meeting  of  an  IOSCO 
working  party  in  Switzerland  at  the  same  time  I  knew  I  was  going 
to  go  to  Switzerland  for  the  international  futures  regulators  meet- 
ing. 

Mr.  DuRBiN.  Well,  I  will  just  say  to  you,  Mr.  Albrecht,  that  your 
testimony  here  paints  the  most  gloomy  picture  about  the  future  of 
the  agency.  We  have  been  increasing  your  budget  over  the  last  sev- 
eral years  to  a  level  that  I  really  think  belies  what  has  been  going 
on  in  your  agency.  You  have  done  very,  very  well  by  this  commit- 
tee. You  have  a  lot  of  people.  In  some  areas  you  seem  to  have 
many  more  people  than  the  SEC,  which  is  five  times  the  size  of 
yours  in  terms  of  the  total  number  of  employees.  The  travel  here 
suggests  that  when  15  members  of  your  agency  can  take  off  for 
Boca  Raton,  frankly,  things  appear  pretty  lax  over  there. 

I  do  not  get  the  impression  that  there  is  austerity.  You  send  out 
a  memo  and  ask  people  to  copy  on  both  sides  of  a  sheet  of  paper 
and  then  send  15  people  to  Boca  Raton,  this  is  a  little  hard  to  rec- 
oncile from  where  I  am  sitting. 
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We  want  you  to  do  a  good  job  of  regulating,  but  I  really  think 
that  it  is  totally  within  your  power  to  reorganize  your  own  agency 
and  still  be  an  effective  regulator  for  less  money  than  you  are  re- 
ceiving today.  And  for  these  press  reports  to  suggest  that  we  are 
going  to  walk  away  from  the  watch  dog  responsibility  of  this 
Agency  because  we  are  asking  you  to  hold  your  budget,  I  personally 
have  a  real  problem  with  that. 

I  think  you  have  done  well,  and  I  do  not  think  you  ought  to  push 
it  as  you  have  today  with  your  testimony.  Let's  move  to  other  subjects. 

CBOT  AND  COMEX  AFFIUATION 

Mr.  DuRBiN.  Recently,  the  Chicago  Board  of  Trade  and  the  Com- 
modity Exchange  unveiled  plans  to  make  COMEX  part  of  the  Chi- 
cago Board  of  Trade.  It  has  been  stated  that  if  the  U.S.  futures 
markets  are  to  survive,  they  need  to  compete  better  with  overseas 
markets,  like  the  London  Metals  Exchange  and  the  over-the-counter 
markets  and  combining  CBOT  and  COMEX  is  one  way  to  produce 
strategic  alliances.  Has  anything  been  submitted  to  the  Commodity 
Futures  Trading  Commission  for  approval  yet  by  the  memberships 
of  the  two  markets?  When  do  you  anticipate  something?  How  do 
you  view  the  U.S.  industry's  ability  to  compete  with  overseas  ex- 
changes? 

Dr.  Albrecht.  The  Chicago  Board  of  Trade  and  the  COMEX  have 
not  submitted  anything  to  the  Commission  concerning  their  pro- 
posed affiliation.  Any  such  arrangement  would  have  to  be  approved 
by  their  respective  memberships  which  has  not  yet  occurred.  Be- 
cause of  what  we  understand  to  be  substantial  opposition  to  the 
current  proposal  among  the  membership  of  COMEX,  the  exchanges 
are  currently  discussing  possible  modifications.  COMEX  officials 
have  also  had  discussions  with  other  exchanges.  Thus,  the  situation 
is  very  fluid  and  it  is  too  early  to  tell  whether  the  Commission  will 
receive  a  proposal  and  what  form  it  will  take. 

As  the  number  of  foreign  exchanges  continues  to  proliferate,  U.S. 
exchanges  will  face  greater  competition.  The  U.S.  futures  industry 
has  responded  to  this  challenge  by  leading  the  international  com- 
munity in  the  areas  of  market  and  product  innovations.  For  exam- 
ple, in  1984,  the  Chicsigo  Mercantile  Exchange  pioneered  the  for- 
mation of  the  first  international  clearing  link  with  the  Singapore 
International  Monetary  Exchange,  offering  a  mutual  offset  system 
between  the  two  exchanges,  and  the  Chicago  Mercantile  Exchange 
and  the  Chicago  board  of  Trade  have  implemented  the  first  truly 
global  electronic  trading  system  named  GLOBEX.  The  U.S.  mar- 
kets have  been  in  the  forefront  of  product  innovation,  beginning 
with  financial  futures  in  the  1970s,  stock  index  futures  in  1982  and 
insurance  and  clean  air  futures  in  the  1990s.  Although  it  is  not  the 
CFTC's  role  to  insulate  the  U.S.  exchanges  from  legitimate  foreign 
competition,  we  have  been  and  will  continue  to  be  receptive  to  U.S. 
industry  innovations  which  facilitate  their  ability  to  compete 
internationally  and  which  do  not  compromise  market  integrity  and 
customer  protection. 
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FINANCIAL  REGULATORY  REFORM 


Mr.  DuRBiN.  Recently,  Dr.  Albrecht,  the  Chicago  Mercantile  Ex- 
change Chairman  John  Sandner  called  for  a  sweeping  reorganiza- 
tion of  the  way  the  Nation's  futures  and  securities  markets,  banks, 
and  other  financial  institutions  are  regulated.  Have  you  had  a 
chance  to  review  this  proposal?  In  general,  do  you  believe  merging 
all  the  regulatory  agencies  mentioned  would  be  a  good  idea? 

Dr.  Albrecht.  The  proposal  raises  issues  which  should  be  seri- 
ously considered  in  any  attempt  to  reform  our  financial  regulatory 
system.  Since  most  of  the  parts  of  this  system  were  put  in  place 
when  the  financial  services  industry  was  much  less  developed  than 
it  is  today,  it  is  logical  to  believe  that  some  changes  should  be 
made.  In  my  opinion,  however,  any  attempt  to  reform  our  regula- 
tory system  should  begin  by  considering  the  degree  and  types  of 
regulation  that  are  appropriate  for  today's  international  market. 
Simply  changing  the  structure  of  regulation  without  modernizing 
the  statutes  that  are  implemented  and  enforced  by  this  structure 
will  not  accomplish  much. 

LONDON  metals  EXCHANGE 

Mr.  Durbin.  The  London  Metals  Exchange  appears  to  be  ex- 
tremely successful.  Rumors  are  that  a  lot  of  international  traders 
are  using  the  LME  instead  of  U.S.  markets.  Can  you  explain  why 
the  LME  is  so  attractive? 

Dr.  Albrecht.  The  London  Metals  Exchange  has  a  long  history 
of  trading.  Its  predecessor,  the  Metal  Market  and  Exchange  Com- 
pany, was  founded  in  1877.  As  a  result,  the  LME  has  long  been  the 
primary  market  for  non-precious  metals  used  by  international 
metals  dealers,  metals  producers  and  industrial  users. 

All  of  the  non-precious  metals  listed  for  futures  trading  by  the 
major  U.S.  metals  exchange,  the  Commodity  Exchange,  Inc.  or 
COMEX,  which  began  in  1935,  already  had  been  listed  by  the  LME 
long  before  they  were  first  traded  on  the  COMEX.  The  history  of 
futures  trading  in  this  country  indicates  that  it  is  difficult  to  sup- 
port liquid  trading  in  more  than  one  contract  for  a  single  commodi- 
ty and  that  it  is  particularly  difficult  for  a  newcomer  to  overtake  a 
successful  market  in  the  same  commodity  on  another  exchange.  In 
addition,  we  understand  that  the  COMEX  is  considering  whether 
differences  between  margining  systems  on  the  two  exchanges  may 
be  contributing  to  growth  in  LME  trading  volume. 

effect  of  transaction  fee 

Mr.  Durbin.  The  President's  proposal  for  a  transaction  fee  for 
CFTC  appears  to  be  the  same  as  we  have  seen  in  the  past  several 
years.  At  last  year's  hearing.  Dr.  Gramm  was  unable  to  provide 
any  specific  information  as  to  how  this  proposal  would  work.  In  the 
past,  it  has  been  suggested  that  a  fee  like  this  would  have  a  nega- 
tive effect  on  liquidity  on  smaller  exchanges  and  Dr.  Gramm  even 
suggested  that  because  of  that,  they  would  have  to  very  carefully 
monitor  the  kind  of  fee.  Now  that  you  have  had  a  year  to  plan  for 
this  fee,  can  you  give  us  what  your  proposed  rules  and  regulations 
might  be  and  how  this  would  be  implemented. 
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Dr.  Albrecht.  As  I  understand  the  President's  proposal  for  the  FY 
1994  budget,  OMB  will  propose  an  amendment  to  the  Commodity 
Exchange  Act  to  require  the  collection  and  transmission  of  this  fee 
by  the  commodity  exchanges.  The  revenues  would  go  to  the  Gener- 
al Treasury  funds  and  not  to  CFTC.  OMB's  proposal  would  require 
the  CFTC  to  assess  the  impact  of  such  a  fee  on  the  smaller  ex- 
changes and  give  the  agency  some  flexibility  to  waive  or  alter  it  to 
prevent  or  correct  any  significant  adverse  competitive  effect  upon 
any  market  or  other  person. 

TRANSACTION  FEE 

Mr.  DuRBiN.  Do  you  believe  if  the  U.S.  had  a  transaction  fee  as 
you  have  proposed,  that  it  would  drive  more  traders  into  the  over- 
the-counter  markets? 

Dr.  Albrecht.  The  transaction  fee  proposed  by  the  President  in 
his  FY  1994  Budget  could  drive  traders  from  the  U.S.  exchange 
markets  to  foreign  and  other  domestic  markets  since  it  would  in- 
crease the  transactions  costs  of  trading  on  an  exchange  relative  to 
these  other  alternatives.  However,  the  expected  size  of  such  a  mi- 
gration would  be  difficult  to  ascertain.  This  is  because  transaction 
costs  are  only  one  of  several  factors  that  traders  evaluc^ce  when  de- 
ciding whether  and  where  to  trade,  including  liquidity,  credit  risks 
and  regulatory  protections. 

The  Commission  has  no  information  concerning  how  traders  per- 
ceive these  factors  and  weight  them  in  their  trading  decisions. 

FEBRUARY  TRADING  VOLUME 

Mr.  DuRBiN.  We  recently  noted  that  the  Futures  Exchange 
Volume  Report  for  February  showed  that  almost  all  of  the  ex- 
changes had  a  record-setting  trading  volume  during  the  month.  Is 
there  any  one  thing  that  you  can  note  that  drove  the  trading  up  to 
such  levels? 

Dr.  Albrecht.  Total  volume  in  all  futures  contracts  traded  on 
U.S.  exchanges  during  February  1993  increased  by  1,397,034  or  5.79 
percent  to  25,506,134  from  February  1992.  I  will  provide  for  the 
record  a  table  that  shows  the  increase  was  primarily  due  to  trading 
in  financial  futures  contracts,  which  comprised  more  than  two- 
thirds  of  total  trading  volume,  and  grew  by  almost  12  percent. 

[The  information  follows:] 


Commodity  groups 


Change  from  Feb. 
1992 


Percent 

change 

from  Feb. 

1992 


Volume  for  Feb.  1993 


Percent  of 

total 

volume 


Financial 

Agricultural 

Metals 

Energy  Products.. 

Other 

Totals ..., 


1,780,910 

+  11.43 

17,365,307 

68.08 

(890,744) 

-18.72 

3,867,307 

15.16 

32,670 

+3.51 

962,850 

3.77 

467,443 

+  16.61 

3.281,106 

12.86 

6,755 

+  29.62 

29,564 

0.12 

1,397,034 

+  5.79 

25,506,134 

100.00 

Source:  Futures  Industry  Association  (FIA) 
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The  other  main  group  that  experienced  a  significant  volume  in- 
crease was  energy  products.  Each  of  these  commodity  groupings  ex- 
perienced price/rate  volatiUty  during  February,  for  reasons  specific 
to  the  groupings.  Price/ rate  risk  resulting  from  this  volatility  and 
the  following  factors  is  often  times  hedged  in  the  futures  market 
and  also  attracts  speculators,  to  whom  this  risk  is  transferred, 
which  increases  trading  activity. 

For  instance,  within  the  financial  futures  sector,  mixed /weak 
macroeconomic  statistics,  proposals  for  fiscal  stimulus  and  deficit 
reduction,  and  the  potential  for  further  Federal  Reserve  easing  of 
monetary  policy  resulted  in  record-low  bond  yields,  lower  long-term 
mortgage  rates,  record  issuance  of  corporate  debt,  and  a  significant 
flattening  of  the  jdeld  curve. 

Within  the  energy  sector,  an  OPEC  announcement  to  reduce 
output  by  one  million  barrels  per  day,  colder-than-normal  weather 
and  snow  storms,  the  closure  of  a  south  Texas  nuclear  plant,  and 
curtailment  of  interruptible  gas  contracts  by  pipelines  resulted  in 
higher  prices  for  most  energy  products,  particularly  heatmg  fuels. 

SWAPS  MARKET 

Mr.  DuRBiN.  We  continue  to  read  about  problems  related  to 
swaps.  Many  suggest  that  while  swaps  may  be  beneficial  to  the 
market  they  still  involve  significant  risks.  For  the  record,  would 
you  describe  how  the  swap  market  works? 

Dr.  Albrecht.  I  will  be  glad  to  submit  that  for  the  record. 

[The  information  follows:] 

The  swap  market  is  an  over-the-counter  dealer  market  in  which  counterparties 
exchange  cash  flow  payments  based  on  any  one  of  a  number  of  underlying  financial 
instruments.  An  intermediary  or  dealer  often  stands  between  two  end-users.  Both 
intermediaries  and  end-users  utilize  these  agreements  to  arrange  customized  trans- 
actions that  are  intended  to  increase  control  over  financial  risks  and  reduce  borrow- 
ing costs.  Most  intermediaries  and  end-users  are  large  institutions:  commercial 
banks,  investment  banks,  financial  and  nonfinancial  corporations,  and  government 
agencies. 

Since  swap  negotiations  are  bilateral,  the  terms  of  the  swap  agreement,  including 
the  interest  rates  or  other  instruments  used  to  calculate  the  cash  flows,  the  timing 
of  the  cash  flows,  the  maturity,  and  default  provisions,  can  be  flexibly  tailored  to 
the  needs  of  the  covmterparties.  The  International  Swap  Dealers  Association  pro- 
vides the  basic  documentation  for  these  agreements  and  the  terms  are  decided  by 
the  parties  involved.  Prices  of  swaps  based  on  common  interest  rates,  such  as 
LIBOR,  and  common  maturities,  such  as  two  to  five  years,  are  available  on  several 
electronic  monitoring  screens  but  actual  trades  occur  by  telex  or  telephone. 

The  most  common  swaps  are  interest  rate  swaps  and  currency  swaps,  although 
swaps  based  on  other  financial  instruments  are  growing  in  volume.  In  an  interest 
rate  swap,  two  counterparties  agree  to  exchange,  at  specified  intervals  and  for  a  set 
term,  streams  of  payments  based  on  pre-specified  interest  rates  and  calculated  using 
an  agreed-upon  notional  principal  amount.  The  notional  principal  amount  is  a  refer- 
ence amount  against  which  the  pajnuents  are  calculated — it  is  not  exchanged  be- 
tween the  parties.  In  a  currency  swap,  two  parties  exchange  principal  amounts  of 
different  currencies — at  the  time  of  the  swap  agreement,  and  again  at  maturity — at 
a  pre-determined  foreign  exchange  rate.  A  currency  swap  may  also  involve  the  ex- 
change of  payments  of  the  two  currencies  over  time  to  match  the  interest  flows  on 
an  underlsdng  bond  issue  of  the  same  maturity.  Both  types  of  swaps  are  used  by 
banks  and  corporations  to  manage  their  interest  rate  and  currency  risks. 

There  is  currently  no  centralized  clearing  facility  for  swaps  that  pools  the  default 
risks  of  the  counterparties  and  all  cash  flow  pajmients  are  settled  through  the 
normal  channels  for  the  specific  financial  instrument  underljdng  the  swap  agree- 
ment. Thus,  the  counterparties  to  the  swap  agreement  assume  the  credit  risk  of 
each  other.  Sometimes  credit  risk  is  lowered  by  the  use  of  collateral  or  a  marking- 
to-market  feature. 
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EXEMPnVE  AUTHORITY 

Mr.  DuRBiN.  Do  you  have  any  statutory  authority  to  deal  with 
swaps? 

Dr.  Albrecht.  Yes  we  do.  The  Futures  Trading  Practices  Act  of 
1992  added  new  Section  4(c)  to  the  Commodity  Exchange  Act.  In 
general,  Section  4(c)  authorizes  the  Commission  to  exempt  any 
agreement  from  the  exchange-trading  and  most  other  requirements 
of  the  Act  so  long  as  the  Commission  determines  the  exemption  to 
be  in  the  public  interest  and  the  agreement  will  be  between  appro- 
priate persons,  such  as  institutional  participants,  and  will  not  have 
a  material  adverse  effect  on  the  ability  of  the  Commission  or  any 
contract  market  to  discharge  its  regulatory  or  self-regulatory 
duties. 

With  regard  to  swaps,  new  Section  4(c)(5)  authorizes  the  Commis- 
sion to  exercise  promptly  its  new  exemptive  authority  and  to 
exempt  swap  gigreements  that  are  not  part  of  a  fungible  class  of 
agreements  that  are  standardized  as  to  their  material  economic 
terms  to  the  extent  that  these  instruments  may  be  regarded  as  sub- 
ject to  regulation  under  the  Act. 

SWAPS  REGULATION 

Mr.  DuRBiN.  What  regulatory  approach  do  you  take  toward 
swaps? 

Dr.  Albrecht.  The  Commission's  review  of  the  regulatory  issues 
raised  by  swaps  resulted  in  the  issuance  in  July  1989  of  a  State- 
ment of  Policy  which  recognized  a  non-exclusive  safe  harbor  from 
Commission  regulation  for  specified  swap  transactions.  This  provid- 
ed much  needed  clarity  concerning  the  regulatory  treatment  of 
swaps  at  the  time.  Since  then,  both  the  Commission  and  Congress 
have  continued  to  study  the  swaps  issue.  As  I've  noted,  in  passing 
The  Futures  Trading  Practices  Act  of  1992,  Congress  granted  the 
Commission  new  exemptive  authority  and  encouraged  the  Commis- 
sion to  act  promptly  to  issue  an  exemption  to  promote  legal  cer- 
tainty in  this  area. 

In  January  of  this  year  the  Commission  exempted  certain  swaps 
agreements  entered  into  by  certain  eligible  parties  through  the 
adoption  of  part  35  of  its  regulations.  New  part  35  is  intended  to 
promote  domestic  and  international  market  stability,  reduce 
market  and  liquidity  risks  in  financial  maurkets,  including  those 
markets  such  as  futures  exchanges,  linked  to  the  swap  market,  and 
eliminate  a  potential  source  of  systemic  risk.  The  rule  is  retroac- 
tive and  effective  as  of  October  23,  1974,  the  date  of  enactment  of 
the  Commodity  Futures  Trading  Commission  Act  of  1974.  The  ex- 
emption would  thus  implement  Congressional  intent  that  the  ex- 
emption from  the  Act  be  available  for  all  eligible  swap  agreements, 
regardless  of  when  the  agreements  may  have  been  entered  into. 

ANNUAL  SWAPS  MARKET  VOLUME 

Mr.  DuRBiN.  Do  you  know  what  the  annual  amount  of  volume  is 
in  swap  markets? 

Dr.  Albrecht.  The  most  recent  and  extensive  information  avail- 
able on  the  volume  of  swap  trades  is  that  provided  by  the  semi- 
annual survey  conducted  by  Arthur  Andersen  of  members  of  the 
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International  Swap  Dealers  Association.  The  latest  survey  covers 
the  period  from  January  1,  through  June  30,  1992.  Interest  rate 
swaps  undertaken  by  respondents  during  this  period  were  43,929, 
an  increase  over  the  last  half  of  1992  of  thirty-six  percent.  During 
the  same  period  currency  swap  volume  was  5,349  which  was  eighty- 
nine  percent  of  the  volume  in  the  previous  six-month  period.  No 
reliable  information  is  collected  on  the  volume  of  other  commodity 
and  equity  swaps.  However,  these  market  segments  are  very  small 
compared  to  interest  rate  and  currency  swaps. 

ARKANSAS  BEST 

Mr.  DuRBiN.  We  continue  to  hear  about  repercussions  from  the 
Arkansas  Best  interpretation  of  a  U.S.  Supreme  Court  ruling.  For 
the  record,  would  you  please  give  a  description  of  the  ruling  gmd 
how  that  influences  the  futures  industry? 

Dr.  Albrecht.  I  will  be  glad  to  submit  a  detailed  description  for 
the  record. 

[The  information  follows:] 

The  interpretation  given  the  Arkansas  Best  case  poses  a  large  tax  problem  for 
hedgers  in  the  futures  market.  Arkansas  Best,  a  holding  company,  acquired  stock  in 
a  bank  that  fared  badly.  Arkansas  Best  then  sold  the  stock,  claiming  an  ordinary 
loss  for  tax  purpose  because  the  purchase  had  been  for  business,  not  investment, 
reasons.  In  1988  using  a  narrow  interpretation  of  the  Court's  1955  Com  Products 
doctrine,  the  Supreme  Court  ruled  against  Arkansas  Best.  In  Com  Products,  the 
Court  imposed  ordinary  loss  treatment  for  com  futures  contracts  because  they  were 
"surrogate"  for  inventory  the  company  could  not  store.  The  Court  ruled  that  if  a 
transaction  was  entered  into  for  business  purp>oses,  gains  or  losses  from  it  were  ordi- 
nary in  character.  If  there  instead  was  an  investment  motive,  the  transaction  re- 
ceived capital  treatment.  But  in  Arkansas  Best,  the  Court  found  the  Com  Products, 
approach  to  be  too  subjective  and  instead  adopted  a  narrow  reading  of  section  1221 
of  the  Tax  Code  that  says  all  assets  are  capital  unless  they  fit  into  one  of  five  excep- 
tions, such  as  the  inventory  exception. 

Following  Arkansas  Best,  the  IRS  effectively  ruled  that  losses  from  anything 
other  than  a  long  inventory  hedge  could  no  longer  be  treated  as  ordinary,  but 
rather  would  be  subject  to  capital  loss  treatment.  For  example,  a  com  producer 
might  buy  short  com  futures  at  planting  time  to  protect  against  a  decline  in  the 
sales  price  of  his  com.  The  CPTC  would  view  this  as  hedging,  but  the  IRS  would 
deny  ordinary  treatment.  In  the  IRS's  view,  to  qualify  for  ordinary  treatment,  the 
property  must  be  an  integral  part  of  the  taxpayer's  inventory  purchase  system  and 
since  the  effect  of  the  short  p>osition  is  to  sell  rather  than  purchase,  a  short  position 
cannot  be  an  integral  peirt  of  the  taxpayer's  inventory  purchase  system.  The  IRS's 
position  would  be  the  same  if  the  taxpayer  purchased  a  put,  which  is  an  option  to 
sell,  instead  of  a  futures  contract. 

Arkansas  Best,  also  jeopardizes  portfolio  management  hedging.  Assume  a  corpora- 
tion has  issued  debt  with  a  floating  interest  rate.  The  corporation  is  concerned  that 
interest  rates  may  go  up,  and  thus  enters  into  a  series  of  short  Eurodollar  futures 
contracts  to  protect  itself.  Because  the  corporation  has  taken  a  short  position  and 
because  Eurodollar  futures  are  not  closely  related  to  inventory  or  any  of  the  speci- 
fied exceptions  to  capital  asset  treatment  in  the  tax  code,  the  IRS  would  deny  ordi- 
nary treatment.  Similarly,  and  airline  which  goes  long  energy  futures  to  protect 
against  a  rise  in  fuel  prices  would  not  receive  favorable  tax  treatment  under  the 
current  interpretation  of  Arkansas  Best,  inasmuch  as  the  jet  fuel  is  not  being  held 
as  inventory  for  sale  to  customers. 

The  IRS's  Arkansas  Best  poUcy  may  also  have  an  adverse  impact  on  the  USDA's 
recently  proposed  Options  Pilot  Program,  being  offered  to  grain  farmers  in  Illinois, 
Iowa,  and  Indiana  this  year.  While  the  pilot  program  has  been  intended  as  a  model 
for  reducing  farm  program  spending  by  encouraging  farmers  to  use  options  as  a 
price  protection  tool,  the  IRS's  tax  treatment  could  discourage  participation  in  the 
program,  and  therefore  undermine  efforts  to  encourage  the  use  of  risk  manage- 
ment opportunities  in  the  market  place  rather  than  rely  on  government  price  sup- 
ports. 
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The  impact  of  the  IRS's  actions  is  already  being  felt  by  industry  participants  from 
rural  areas  to  financial  centers.  The  Chicago  Board  of  Trade  has  criticized  the  IRS 
position.  The  prevalent  view  is  that,  without  administrative  or  legislative  remedies, 
the  IRS's  policy  may  wreak  havoc  with  the  efficient  operation  and  price  discovery 
fimctions  of  the  U.S.  futures  markets,  thereby  threatening  their  cxirrent  global  pre- 
eminence. 

PILOT  OPTIONS  PROGRAM 

Mr.  DuRBiN.  The  1990  Farm  Bill  allows  for  a  pUot  options  pro- 
gram to  be  conducted  by  the  Department  of  Agriculture  with  as- 
sistance from  CFTC.  It  is  our  understanding  that  the  USDA  is  proceed- 
ing with  the  pilot  options  program  this  year  in  spite  of  the  prob- 
lems related  to  the  Arkansas  Best  lawsuit.  To  date,  can  you  de- 
scribe for  us  what  action  CFTC  has  taken  related  to  the  pilot  options 
program? 

Dr.  Albrecht.  As  you  indicated,  the  Department  of  Agriculture 
has  the  principal  responsibility  for  this  program,  and  our  efforts 
have  been  limited  to  providing  technical  information  concerning 
any  questions  related  to  the  markets  and  for  exchange-traded  op- 
tions. In  that  capacity,  CFTC  personnel  have  been  present  at  sever- 
al USDA  planning  meetings  and  have  monitored  some  of  the  train- 
ing sessions  held  for  county  personnel  who  explain  and  administer 
the  pilot  program  for  producers.  ^^ 

Mr.  DuRBiN.  How  much  in  resources  has  CFTC  allotted  to  this 
program? 

Dr.  Albrecht.  Because  of  our  limited  role  in  this  program  the  re- 
sources have  been  confined  principally  to  the  time  which  various 
senior  staff  members  have  spent  attending  several  USDA  planning 
meetings.  In  addition,  because  of  his  interest  in  producer  education 
on  market  use.  Commissioner  Joseph  Dial  has  attended  several  of 
these  meetings  and  monitored  two  of  the  sessions  held  for  the  pur- 
pose of  explaining  the  program  to  individual  producers. 

Mr.  Durbin.  Eto  you  intend  to  monitor  the  pilot  options  program 
throughout  the  year? 

Dr.  Albrecht.  Yes,  we  do.  In  particular,  as  trading  begins  in  the 
specihc  options  which  are  designated  by  the  U.S.  Department  of 
Agriculture  as  appropriate  for  the  pilot  projgram,  we  will  be  keep- 
ing a  close  watch  on  the  market  activity  in  these  options,  along 
with  the  exchange,  to  assure  fair  and  orderly  market  conditions. 

CIVIL  MONETARY  PENALTY 

Mr.  Durbin.  Recently,  it  was  reported  in  the  press  that  the 
CFTC  fined  a  company  and  its  three  principals  a  total  of  $650,000 
for  illegal  trading  of  copper  futures  and  options  contracts  on  the 

Commodity  Exchange.  Do  these  funds  revert  back  to  the  general 
treasury  or  are  they  able  to  be  used  by  CFTC? 
Dr.  Albrecht.  These  funds  revert  back  to  the  general  treasury. 

CHANGES  IN  INTERNATIONAL  REGULATION 

Mr.  Durbin.  Recent  amendments  to  the  Commodity  Exchange 
Act  allow  CFTC  to  have  a  more  formal  relationship  with  the  inter- 
national community.  Can  you  describe  for  us  the  new  amendments 
and  what  they  provide  to  the  CFTC  in  regard  to  new  powers. 
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Dr.  Albrecht.  The  Futures  Trading  Practices  Act  of  1992  pro- 
vides new  authority  to  the  CFTC  in  three  important  areas.  First,  it 
authorizes  the  CFTC  to  conduct  investigations,  including  using  its 
compulsory  powers,  on  behalf  of  foreign  futures  authorities,  with- 
out regard  to  whether  the  matter  involves  a  possible  violation  of 
U.S.  law.  In  exercising  this  power,  the  CFTC  must  consider  wheth- 
er the  requesting  authority  would  give  reciprocal  assistance  to  the 
CFTC,  and  whether  granting  the  request  would  prejudice  the 
public  interest  of  the  United  States.  Second,  the  FTPA  provides  en- 
hanced power  to  the  CFTC  to  protect  confidential  information  pro- 
vided by  a  foreign  authority  from  disclosure,  particularly  under  the 
Freedom  of  Information  Act.  Third,  the  FTPA  broadens  the  range 
of  foreign  authorities  to  whom  the  CFTC  can  provide  confidential 
information  to  include  foreign  self-regulatory  authorities. 

CHICAGO  FLOOD 

Mr.  DuRBiN.  Approximately  one  year  ago  there  was  a  tunnel 
that  collapsed  in  Chicago  and  caused  flooding  to  the  majority  of  the 
Loop  Area,  including  the  financial  district.  This  flooding  caused  the 
Chicago  Board  of  Trade  and  the  Chicago  Mercantile  Exchange  to 
shut  down.  After  the  flood,  CFTC  initiated  a  study  to  determine 
what  the  disruption  to  the  market  had  been  during  the  time  the 
exchanges  were  shut  down.  Please  provide  a  synopsis  of  that  study. 

Dr.  Albrecht.  Til  be  glad  to  provide  the  details  of  our  study  for 
the  record. 

[The  information  follows:] 

Approximately  a  month  after  the  flood,  the  Division  of  EJconomic  Analysis  com- 
pleted a  study  of  the  effects  of  the  flood  on  the  markets.  The  purpose  of  the  study 
was  to  examine  the  extent  to  which  the  cessation  of  futures  trading  impacted  cash 
and  futures  market  activity.  The  study  analyzed  three  general  areas  where  disrup- 
tions were  expected  to  occur.  These  were  price  discovery  in  the  cash  mtu-kets,  the 
level  of  trading  in  the  cash  market,  and  delayed  effects  in  the  futures  market  £is 
pent-up  demand  for  futures  contracts  was  releaised  upon  the  msu-kets'  reopening. 

With  respect  to  price  discovery,  the  results  indicated  that  there  was  a  noticeable 
disruption  of  grain  price  discovery  related  to  the  flood,  as  numerous  elevators  failed 
to  report  bids  for  grain  while  the  futures  markets  were  closed,  and  cash  prices  ap- 
peared to  be  stale  on  the  flood  dajrs.  There  was  no  evidence  of  an  increase  in  cash 
price  dispersion  between  markets  during  the  flood  for  those  elevators  continuing  to 
bid,  however.  The  mid-day  bid-ask  quotations  from  the  United  States  treasury  l>ond 
market  showed  no  change  around  the  time  of  the  flood,  indicating  little  if  any  dis- 
ruption of  price  discovery  in  the  bond  market. 

An  analysis  of  the  level  of  cash  market  activity  indicated  that  the  NYSE  volume 
on  April  13,  1992,  the  first  day  of  the  flood,  was  significantly  below  the  volume  that 
would  normally  be  expected  for  that  day,  there  was  no  evidence  of  an  effect  on 
grain  flows  through  locks  on  the  Mississippi  and  Illinois  Rivers,  and  finally,  ex- 
changes of  phjrsical  grain  for  futures  were  significantly  higher  than  normal  after 
trading  resumed,  suggesting  a  surge  of  cash  market  trading  activity  following  the 
resxmiption  of  futures  trading. 

In  terms  of  the  effect  of  the  flood  on  the  demand  for  futures  contracts  upon  the 
reopening  of  the  CBOT,  which  was  closed  for  a  longer  period  than  the  CME,  the 
study  did  not  reveal  a  significant  change  in  volume  or  open  interest  when  the  mar- 
kets reopened  for  trading. 

Overall,  the  results  of  the  study  supported  the  notion  that  futures  meu-kets  are 
int^ral  to  some  aspects  of  cash  market  pricing  and  trading  activity.  The  use  of  fu- 
tures for  hedging  purposes  yields  the  externality  of  centralized,  informationally  effi- 
cient pricing.  When  these  markets  close  unexpectedly,  the  cost  of  price  discovery 
rises,  hedging  activity  falls,  and  the  cash  markets  may  be  disrupted  to  varying  de- 
grees. 
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EXCELX£NCE  2000 


Mr.  DuRBiN.  During  1991,  CFTC  embarked  on  a  self-study  called 
"Excellence  2000,"  the  idea  being  that  "Excellence  2000"  could 
make  the  CFTC  more  effective  and  efficient.  Has  the  study  pro- 
duced any  recommendations  to  date? 

Dr.  Albrecht.  Yes,  it  has.  A  few  of  the  significant  recommenda- 
tions, all  of  which  were  crafted  by  or  with  the  assistance  of  agency 
employee  working  groups,  were:  employing  technological  advance- 
ments to  permit  electronic  record-keeping  of  required  records  with 
the  Commission;  streamlining  of  Commission  Guideline  No.  1, 
which  pertains  to  the  designation  of  new  contracts;  permitting  use 
of  a  two-part  disclosure  which  lessens  the  regulatory  burden  on 
commodity  registrants;  reducing  reporting  burdens  on  large  traders 
and  exchanges;  expanding  the  commodity  pool  operator  exclusion 
for  qualifying  institutions  by  modification  of  Commission  Rule  4.5; 
and,  revising  CFTC  rules  to  permit  exceptions  from  certain  disclo- 
sure, reporting  and  record-keeping  requirements  for  large,  sophisti- 
cated investors,  similar  to  the  SEC's  Regulation  D. 

Mr.  DuRBiN.  Have  you  implemented  any  of  the  recommendations 
to  date? 

Dr.  Albrecht.  Yes,  almost  all  of  these  recommendations  have 
been  implemented. 

The  Commission  issued  Advisory  92-9  on  June  3,  1992,  which 
made  it  clear  that,  with  certain  provisos,  a  two-part  disclosure  doc- 
ument is  permissible. 

The  Commission  expanded  CFTC  Rule  4.5  to  permit  qualified  in- 
stitutions to  maintain  an  exclusion  from  CPO  registration,  which 
allows  greater  flexibility  and  should  increase  the  use  of  the  futures 
markets  by  large  sophisticated  investors. 

The  Commission  has  streamlined  Guideline  #1,  which  estab- 
lishes the  criteria  for  review  of  new  contract  submissions  by  the  ex- 
changes. The  revisions  to  Guideline  Number  #  1  have  led  to  a  more 
efficient  contract  designation  review  process  and  have  contributed 
to  the  designation  of  a  record  number  of  contracts  in  the  past  year. 

The  Commission  has  also  taken  actions  that  have  greatly  re- 
duced industry  reporting  burdens.  It  has  eliminated  the  filing  of 
most  hard  copy  market  activity  reports  from  exchanges,  relying  in- 
stead on  electronic  filings.  This  change  has  reduced  the  number  of 
required  documents  filed  with  the  Commission  by  over  1.275  rriil- 
lion  pages  annually.  The  Commission  has  also  reduced  reporting 
burdens  for  large  traders  through  the  harmonization  of  CFTC  and 
exchange  reporting  levels.  It  has  also  issued  rules  that  have  re- 
duced the  burdens  associated  with  cash  position  reporting  by  per- 
sons seeking  a  hedge  exemption,  which  has  resulted  in  cost  savings 
for  both  the  industry  and  the  CFTC. 

Through  the  adoption  of  CFTC  Rule  4.7,  the  Commission  has  sig- 
nificantly reduced  the  reporting,  record-keeping  and  disclosure  bur- 
dens on  commodity  pool  operators  and  commodity  trading  advisors 
offering  managed  funds  and  accounts  to  qualified,  sophisticated  in- 
vestors. 


333 


APPROPRIATION  HISTORY 

Mr.  DuRBiN.  For  the  record,  please  provide  a  table  showing  the 
number  of  FTEs  and  annual  appropriation  amounts  for  CFTC  since 
the  year  1980. 

Dr.  Albrecht.  I  will  be  pleased  to  submit  that  information. 

[The  information  follows:] 

DOLLARS  APPROPRIATED  AND  AUTHORIZED  FES 

Fiscal  year  Dollars  appropriated        ^"^^^ 

FY  1980 $16,617,000  523 

FY  1981 18,781,000  523 

FY  1982 20,712,000  483 

FY  1983 23,857,000  523 

FY  1984 26,739,000  523 

FY  1985 27,564,000  533 

FY  1986 27,983,000  533 

FY  1987 29,761,000  508 

FY  1988 32,813,000  518 

FY  1989 34,723,000  545 

FY  1990 39,186,000  555 

FY  1991 43,959,000  595 

FY  1992 47,300,000  616 

FY  1993 47,300,000  562 


TAX  ON  RIVER  BARGES 

Mr.  DuRBiN.  Last  year.  Dr.  Gramm  indicated  that  the  Chicsigo 
Board  of  Trade  had  proposed  using  St.  Louis  as  a  delivery  point  for 
some  of  its  contracts.  The  President's  budget  proposes  significantly 
increasing  the  tax  on  river  barges.  Do  you  think  this  will  have  any 
impact  on  delivery  points  along  the  Mississippi  River  or  Missouri 
River? 

Dr.  Albrecht.  An  increased  tax  on  river  barges  will  potentially 
reduce  opportunities  for  economic  delivery  of  corn,  wheat  and  soy- 
beans on  the  Chicago  Board  of  Trade's  futures  contacts  at  St.  Louis 
under  current  contract  specifications.  This  is  because  an  increased 
cost  of  shipping  grain  and  soybeans  by  barge  would  be  expected  to 
increase  the  average  difference  in  cash  market  prices  for  grain  and 
soybeans  between  most  barge  loading  locations  on  the  river  sys- 
tems that  are  tributary  to  Gulf  export  points  and  Chicago,  Illinois, 
the  par  delivery  point  for  the  corn,  wheat  and  soybean  futures  con- 
tracts. As  a  result,  the  fixed  premium  specified  in  the  Chicago 
Board  of  Trade's  corn,  wheat  and  soybean  futures  contracts  for  de- 
livery in  St..  Louis  would  less  adequately  reflect  levels  of  cash 
market  price  differences  between  Chicago  and  St.  Louis.  In  this  sit- 
uation, any  cost  increase  likely  will  have  the  effect  of  materially 
discouraging  futures  deliveries  in  St.  Louis  until  such  time  as  the 
Chicago  Board  of  Trade  is  able  to  increase  futures  delivery  premi- 
ums for  St.  Louis  or  other  fundamental  cash  market  changes  occur 
which  cause  cash  market  pricing  relationships  to  narrow. 
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FOREIGN  TRANSACTION  FEES 


Mr.  DuRBiN.  Last  year,  we  asked  Dr.  Gramm  if  she  could  provide 
us  information  related  to  any  foreign  markets  that  charge  a  trans- 
action fee  that  might  be  similar  to  the  one  that  you  propose  this 
year.  I  believe  Japan,  France,  and  England  all  had  some  sort  of  re- 
lated transaction  fee  and  Dr.  Gramm  had  said  that  several  prov- 
inces in  Canada  were  considering  proposals  to  fund  their  regula- 
tory agencies  by  imposing  transaction  taxes.  Can  you  update  for  us 
if  there  are  any  new  countries  that  use  a  similar  transaction  tax? 

Dr.  Albrecht.  I  would  be  pleased  to  provide  a  summary  of  fees 
in  other  countries  for  the  record. 

[The  information  follows:] 

United  Kingdom.  The  Securities  and  Investments  Board  (SIB),  pursuant  to  powers 
delegated  by  the  United  Kingdom  Secretary  of  State  for  Trade  and  Industry,  is  re- 
sponsible for  monitoring  and  enforcing  compliance  with  rules  which  it  has  promul- 
gated, investigating  complaints,  and  promoting  maintaining  high  standards  of  integ- 
rity in  connection  with  investment  business.  The  SIB,  in  turn,  also  recognizes  ex- 
changes, clearing  houses  and  "self-regulating  organizations"  (SROs),  like  the  U.K. 
Securities  and  Futures  Authority,  which  is  a  membership  organization  which  func- 
tions in  a  manner  similar  to  that  of  the  Nationed  Futures  Association  and  the  na- 
tion£d  Association  of  Securities  Dealers  in  the  United  States. 

The  SIB  has  stated  that  at  the  present  time  the  U.K.  government  does  not  impose 
any  transaction  taxes,  fees  or  other  surcharges  on  futures  trading  activity  in  the 
U.K.  The  SIB  further  has  informed  the  CFTC  that  the  only  other  charges  which 
indirectly  relate  to  such  activity  are  the  fees  imposed  by  the  SIB,  which  are  set  at 
levels  which,  as  far  as  possible,  reflect  the  SIB's  regulatory  expenses  in  relation  to 
its  reguilated  bodies.  In  this  connection,  the  SIB's  Fees  Regulations  for  1992  disclose 
that  a  Recognized  Investment  Exchange  such  as  the  London  International  Financial 
Futures  Exchange  and  London  Fox  must  pay  a  basic  fee  each  fiscal  year.  For  fiscal 
year  1992  which  begins  on  April  1,  1992,  that  basic  fee  is  £50,000.  In  addition,  for 
FY  1992,  they  must  pay  £0.017  per  transaction  for  the  first  10,000,000  transactions 
per  year,  £0.006  for  the  next  15,000,000  transactions  and  £0.002  for  each  transaction 
thereafter. 

A  U.K.  Recognized  Clearing  House  must  also  pay  a  basic  fee  which  is  £50.000  for 
fiscal  year  1992.  The  incremental  fee  for  the  Recognized  Clearing  House  is  £0.005 
per  transaction  for  the  first  10,000,000  transactions,  £0.001  for  the  next  15,000,000 
transactions  and  £0.0005  for  each  transaction  thereafter. 

These  fee  levels  are  periodically  adjusted  based  on  the  costs  to  the  SIB  of  regulat- 
ing the  Recognized  Investment  Exchanges  and  Clearing  House.  Special  fee  assess- 
ments may  also  be  levied  by  the  Board  at  its  discretion. 

France.  Prior  to  1984,  the  French  Commission  des  Operations  de  Bourse  (COB),  an 
independent  regulatory  agency,  was  financed  by  the  French  government.  Since 
1984,  however,  the  cost  of  business  has  been  funded  by  fees  imposed  on  the  issuance 
of  equities  and  bonds  and  take-over  bids,  0.02%  of  the  funds  involved,  and  annual 
fees  assessed  on  mutual  funds,  0.002%  of  the  fund's  net  assets.  The  COB  imposed  no  fees 
on  futures  transactions.  However,  all  exchanges  collect  a  value  added  tax  (VAT), 
equal  to  18.6%  of  a  firm's  clearing  fees,  from  their  members  which  is  paid  to  the 
French  government.  No  tax  is  collected  if  neither  the  broker  nor  his  client  is  a  resi- 
dent of  France  or  of  an  European  Ek:onomic  Community  country. 

Japan.  In  Japan,  a  transaction  tax  is  applied  on  certain  financial  futures  transac- 
tions on  those  markets  and  on  all  transactions  on  the  commodity  exchanges  which 
are  regulated  by  the  Ministry  of  Agriculture,  Forestry  and  Fisheries,  and  the  Minis- 
try of  International  Trade  and  Industry,  (but  not  through  regulation  by  the  Minis- 
try of  Finance).  With  some  exceptions,  the  transaction  tax  is  .001%  of  the  trading 
value.  In  addition,  in  April  1989,  the  Japanese  government  imposed  at  3%  con- 
sumption tax  which  also  applied  to  all  brokerage  commissions.  The  revenue  derived 
from  the  transaction  tax  and  the  consumption  tax  are  designated  as  general  reve- 
nue for  the  government.  ,  «    • 

Australia,  Canada  (Ontario  and  Quebec),  Germany,  Sweden  and  Switzerland  m- 
formed  the  CFTC  that  their  governments  do  not  impose  any  taxes,  fees  or  sur- 
charges on  futures  trading.  The  Canadian  authorities,  however,  recently  adopted 
rules  imposing  a  transaction  tax  on  secondary  market  securities  transactions,  which 
are  defined  to  include  options  on  physical  commodities. 
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PROHIBITION  ON  DUAL  TRADING 


Mr.  DuRBiN.  Dr.  Albrecht,  I  am  sure  you  are  well  aware  that  the 
Committee  has  always  been  interested  in  the  issue  of  dual  trading. 
Recently,  we  note  that  after  many  years,  CFTC  is  finally  issuing 
rules  prohibiting  dual  trading.  For  the  record,  can  you  describe 
these  rules  and  any  exemptions  that  apply? 

Dr.  Albrecht.  The  Commission  has  proposed  new  Regulation 
155.5  to  prohibit  dual  trading  in  accordance  with  section  4j(a)  of 
the  Commodity  Exchange  Act,  as  recently  amended  by  the  Futures 
Trading  Practices  Act  of  1992.  This  proposal  supersedes  the  dual 
trading  restriction  proposed  by  the  Commission  in  1990.  As  newly 
proposed,  Regulation  155.5  would  prohibit  dual  trading  in  each  con- 
tract market  with  average  daily  trading  volume  of  at  least  8,000 
contracts,  except  to  the  extent  permitted  by  contract  market  rules 
made  effective  under  section  5a(a)(12)  of  the  Act  and  Commission 
Regulation  1.41.  In  that  regard,  an  affected  contract  market  could 
provide  exceptions  for  correction  of  errors;  certain  spread  transac- 
tions; written  customer  consent;  market  emergencies;  orders  of  con- 
tract market  members  not  present  on  the  floor;  and  low  volume 
months  of  the  affected  contract  market,  for  example  months  with 
average  daily  trading  volume  of  less  than  500  contracts.  In  addi- 
tion, as  required  by  the  Futures  Trading  Practices  Act  of  1992,  the 
proposed  regulation  would  permit  a  contract  market  to  petition  the 
Commission  for  an  exemption  from  the  prohibition  on  the  bsisis 
that:  its  trade  monitoring  system  satisfies  specified  standards;  or 
there  is  a  substantial  likelihood  that  a  dual  trading  prohibition 
would  harm  the  public  interest  in  hedging  or  price  basing  in  the 
affected  contract  market  and  the  contract  market  will  implement 
corrective  actions  to  achieve  compliance  with  the  trade  monitoring 
system  standards. 

HAND-HELD  ELECTRONIC  TRADING  CARDS 

Mr.  DuRBiN.  In  February  1992,  the  Chicago  Board  of  Trade  and 
the  Chicago  Mercantile  Exchange  began  testing  a  prototype  hand- 
held electronic  trading  card.  Recently,  we  have  seen  in  the  papers 
where  the  project  known  as  AUDIT  was  having  some  problems  but 
the  pilot  tests  are  going  on.  Can  you  describe  for  us  how  these  are 
being  used  and  whether  you  think  their  use  will  allow  CFTC  to 
better  monitor  trades  in  the  future? 

Dr.  Albrecht.  The  Chicago  Board  of  Trade  and  the  Chicago  Mer- 
cantile Exchange  have  tested  one  prototype  and  currently  are  test- 
ing a  second  prototype  of  the  electronic  hand-held  trading  card. 
The  first  unit  tested  uses  a  keyboard  application  and  the  unit  cur- 
rently being  tested  uses  an  electronic  handwriting  recognition  ap- 
plication. The  latter  prototype  is  currently  being  used  by  several 
floor  members  at  both  the  CBT  and  CME.  These  members  are 
using  the  hand-held  unit  in  a  live  trading  environment  to  record 
transactions  for  their  personal  accounts.  The  Exchanges  expect  to 
make  a  selection  of  the  final  prototype  for  production  purposes  in 
April  of  this  year,  and  anticipate  making  AUDIT  available  to  floor 
traders  by  the  end  of  1993  and  to  floor  brokers  by  the  end  of  1994. 

AUDIT  technology  should  provide  the  CFTC  with  enhanced  trade 
monitoring  capabilities  since  the  hand-held  terminal  will  furnish  a 
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precise,  unalterable  time  of  trade  execution  to  the  second.  These 
precise  times  will  then  be  integrated  into  the  exchanges'  and  Com- 
mission's automated  trade  surveillance  system,  which  is  pro- 
grammed to  identify  potentially  illegal  trades  for  investigation. 
AUDIT  also  should  ultimately  provide  on-line  submission  to  clear- 
ing, which  should  result  in  a  substantially  reduced  number  of  out- 
trades  or  unmatched  trades. 

MEMORANDA  OF  UNDERSTANDING 

Mr.  DuRBiN.  For  the  record,  would  you  please  provide  a  list  of 
foreign  countries  or  self-regulator  organizations  in  which  you  have 
a  Memorandum  of  Understanding  or  some  other  agreement.  Which 
of  these  have  been  signed  in  the  past  year? 

Dr.  Albrecht.  I  would  be  pleased  to  provide  that  information. 

[The  information  follows:] 

Memoranda  of  Understanding  and  Other  Arrangements  for  C!ooperation  on 
Investigative  and  Enforcement  Matters 

Jginuary  1993,  Taiwan — Memorandum  on  the  Exchange  of  Information  Between 
the  United  States  Commodity  Futures  Trading  Commission  (CFTC)  and  the  Securi- 
ties and  Exchange  Commission  of  Taiwan. 

October  1992,  Spain — Memorandum  of  Understanding  on  Mutual  Assistance  and 
Exchange  of  Information  Between  the  CFTC  and  the  Comision  Nacional  del  Mer- 
cado  de  Valores  of  Spain. 

July  1992,  Ontario — Memorandum  of  Understanding  Between  the  CFTC  and  the 
Ontario  Securities  Commission  (OSC). 

July  1992,  Quebec — Memorandum  of  Understanding  Between  the  CFTC  and  the 
Commission  des  valeurs  mobilieres  du  Quebec  (CVMQ). 

May  1992,  Hong  Kong — Confidentiality  Undertfiking  Between  the  CFTC  and  the 
Securities  and  Futures  Commission. 

September  1991,  United  Kingdom — Memorandum  of  Understanding  on  Mutual 
Assistgmce  and  Exchange  of  Information  Between  the  CFTC,  the  U.S.  Securities  and 
Exchange  Commission,  the  U.K.  Department  of  Trade  and  Industry,  and  the  Securi- 
ties and  Investments  Board.  (This  agreement  supersedes  the  previous  U.K.  MOU 
which  was  signed  in  1986  and  amended  in  1988.) 

April  1991,  Brazil — Memoremdum  of  Understanding  on  Mutual  Assistance  and 
Exchange  of  Information. 

June  1990,  France — Administrative  Agreement  Between  the  CFTC  and  the  Com- 
mission des  Operations  de  Bourse  (COB). 

mutual  recognition  memorandum  of  understanding 

Provides  for  information  sharing  to  facilitate  monitoring  and  compliance  matters 
related  to  the  mutual  recognition  of  intermediaries  and  products: 

June  1990,  France — Mutual  Recognition  Memorandum  of  Understanding  Between 
the  CFTC  and  the  COB. 

FINANCIAL  INFORMATION  SHARING  MEMORANDA  OF  UNDERSTANDING 

Provides  for  the  recognition  of  foreign  financial  requirements  and,  in  the  case  of 
the  Canadian  FISMOU,  the  sharing  of  risk  assessment  information  on  related  firms: 

September  1991,  Ontario  and  Quebec — Financial  Information  Sharing  Memoran- 
dum of  Understanding  Between  the  CFTC  and  CVMQ/OSC. 

May  1989,  United  Kingdom — Addendum  to  the  Financial  Information  Sharing 
Memorandum  of  Understanding. 

September  1988,  United  Kingdom — Financial  Information  Sharing  Memorandum 
of  Understanding  Between  the  CFTC  and  U.S.  and  U.K.  regulatory  authorities. 

COOPERATIVE  ARRANGEMENTS  FOR  INFORMATION  SHARING  ON  MATTERS  RELATED  TO  IM- 
PLEMENTATION OF  PART  30,  REGULATIONS  GOVERNING  THE  OFFER  AND  SALE  OF  FOR- 
EIGN FUTURES  AND  OPTIONS  PRODUCTS  TO  U.S.  PERSONS 

December  1992 — Ministry  of  Agriculture,  Forestry  and  Fisheries  of  Japan  (rule 
30.3  and  rule  30.10). 
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May  1989 — Side  Letter  Relating  to  US/UK  Memorandum  of  Understanding  (rule 
30.3  and  rule  30.10). 

August  1988— OSC  (rule  30.10). 

June  1988— CVMQ  (rule  30.3  and  rule  30.10). 

May  1988 — Australian  National  CJompanies  and  Securities  Commission  (rule  30.3 
and  rule  30.10). 

February  1988 — Monetary  Authority  of  Singapore  (rule  30.10). 

December  1987 — Monetary  Authority  of  Singapore  (nile  30.3). 

CONTRACTS  PENDING 

Mr.  DuRBiN.  For  the  record,  please  provide  a  listing  of  all  new 
contracts  that  are  pending  before  CFTC  at  this  time. 

Dr.  Albrecht.  I  would  be  pleased  to  provide  that  information  in- 
cluding a  separate  list  for  applications  which  are  considered  inac- 
tive. An  inactive  application  involves  those  cases  where  more  than 
twelve  months  has  passed  with  no  response  from  the  exchange  re- 
garding material  deficiencies  in  the  application  which  have  been 
noted  by  CFTC  or  the  exchange  itself  has  stayed  the  review  proc- 
ess. 

[The  information  follows:] 

DESIGNATION  APPLICATIONS  BEFORE  CFTC 

[As  of  March  31, 1993] 
^^ ConttKt suSed 

Actively  Pending— Futures 

(SCE ()i€ddar  (>ieese 01/14/93 

CSCE NonFat  Dry  Milk 01/14/93 

CME Rolling  Spot  Pound  Sterling 01/25/93 

M(5L Frozen  Shrimp 02/03/93 

CBT U.S.  Dollar  Composite  Index 02/23/93 

CME Rolling  Spot  Canadian  Dollar 03/17/93 

CME Rolling  Spot  Deutsche  Mark 03/17/93 

CME Rolling  Spot  Japanese  Yen 03/17/93 

CME Rolling  Spot  Swiss  Franc 03/17/93 

Actively  Pending— Options 

CSCE Cheddar  Cheese 01/14/93 

CSCE NonFat  Dry  Milk 01/14/93 

CME Rolling  Spot  Pound  Sterling 01/25/93 

MGE Frozen  Shrimp 02/03/93 

CBT U.S.  Dollar  Composite  Index 02/23/93 

CME Rolling  Spot  Canadian  Dollar 03/17/93 

CME Rolling  Spot  Deutsche  Mark 03/17/93 

CME Rolling  SJwt  Japanese  Yen 03/17/93 

CME Rolling  Spot  Swiss  Franc 03/17/93 

Inactive  Designation  Applications— All  Futures 

CBT Canadian  Market  Portfolio  Index 11/29/85 

CBT Eurobond  Index 04/07/86 

CBT Financial  Times— Stock  Exchange  100  Share  Index 05/08/85 

CBT Information  Processing  Index 02/26/80 

CBT Petroleum  Stock  Index 02/26/80 

CBT 30-Day  Repurchase  Agreements 04/08/83 

CBT 90-Day  Repurchase  Agreements 04/08/83 

CME European  Currency  Unit 04/19/85 

CME S&P  High  Technology  Stock  Index 09/16/82 

CME Utility  Stock  Index 09/16/82 

COMEX Interest  Rate  SWAPS 10/02/86 

COMEX Repurchase  Agreements 06/30/86 
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FOREIGN  TRAVEL 


Mr  DuRBiN  For  the  record,  please  provide  a  list  of  all  foreign 
travel  during  fiscal  year  1992  by  CFTC  members  and  staff.  Include 
on  that  list  the  name  of  the  CFTC  employee  travelling  and  the  cost 
and  reason  for  each  trip. 

Dr  Albrecht  I  vsdll  be  pleased  to  submit  that  information. 
Llhe  information  follows:] 
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FOREIGN  TRAVEL 


Mr.  DuRBiN.  Considering  the  fiscal  concerns  you  expressed,  do 
you  think  CFTC  should  cut  back  on  foreign  travel? 

Dr.  Albrecht.  During  the  current  fiscal  year,  the  Commission 
cut  back  travel  by  about  20%.  Travel  at  the  CFTC  remains  under 
close  scrutiny  in  order  to  stay  within  our  budget,  and  it  may  be 
possible  to  reduce  foreign  travel  some  more.  But  I  do  not  believe  it 
would  be  wise  to  make  a  significant  reduction  from  the  approxi- 
mately $80,000  spent  last  fiscal  year.  We  should  continue  to  partici- 
pate in  IOSCO  to  develop  MOUs  and  other  agreements  with  other 
regulators  and  to  pursue  international  enforcement  investigations. 
The  tangible  results  of  such  activity  to  date  are  numerous.  They 
include  agreements  which  permit  Globex  terminals  in  several  coun- 
tries, IOSCO  principles  for  the  regulation  of  screen  based  trading, 
IOSCO  principles  of  business  conduct,  reports  on  information  shar- 
ing, negotiating  MOUs  and  money  laundering,  agreement  on  con- 
tract design  for  stock  index  futures,  and  measures  to  minimize 
market  disruption.  Agreements  are  close  on  surveillance  sharing 
arrangements  and  an  international  risk  disclosure  document,  as 
well  as  a  report  on  international  enforcement  issues  dealing  with 
boiler  rooms.  Additionally,  these  contacts  have  enabled  the  Com- 
mission to  better  review  the  fitness  of  foreign  persons  doing  busi- 
ness in  the  United  States  and  to  target  potentisdly  fraudulent  ac- 
tivity originating  from  offshore.  These  meetings  and  the  resulting 
agreements  and  informal  arrangements  enhance  the  ability  of  the 
CFTC  to  perform  its  mission  and/or  enhance  the  ability  of  U.S. 
firms  to  compete  internationally.  These  benefits  are  well  worth 
their  relatively  low  costs. 

It  should  also  be  noted  that  some  expenses  for  international 
travel  are  xmpredictable.  In  the  last  fiscal  year,  for  example,  22 
percent  of  our  foreign  travel  expense  which  was  only  $80,000  was 
in  connection  with  enforcement  cases,  one  of  which  brought 
$650,000  in  fines  to  the  U.S.  Treasury.  It  is  entirely  possible  that, 
in  the  future,  increased  expenditures  on  foreign  travel  will  be  nec- 
essary in  order  to  fulfill  our  enforcement  responsibilities.  As  I  indi- 
cated earlier,  however,  all  such  expenditures  will  continue  to  be 
carefully  scrutinized  before  they  are  authorized. 

IOSCO 

Mr.  DuRBiN.  How  many  International  Organization  of  Securities 
Commissions — IOSCO — meetings  are  there  annually?  How  many 
committees  does  IOSCO  have  and  how  many  CFTC  personnel  sit  on 
IOSCO  committees? 

Dr.  Albrecht.  IOSCO  itself  has  one  annual  meetings.  The  Tech- 
nical Committee  on  IOSCO,  to  which  the  CFTC  belongs,  meets 
three  times  annually,  including  once  in  conjunction  with  the 
IOSCO  annual  meeting.  There  are  also  five  working  parties  of  the 
Technical  Committee  and  the  CFTC  belongs  to  four  of  them.  Each 
of  these  working  parties  meets  two  or  three  times  a  year.  One  of 
these  working  party  meetings  is  usually  in  connection  with  the 
annual  IOSCO  meeting.  The  CFTC  sends  one  or  two  people  to  each 
meeting  of  the  working  parties  to  which  it  belongs,  except  when 
the  meeting  is  in  Washington,  when  it  sends  more.  The  CFTC  also 
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is  a  member  of  lOSCO's  Development  Committee's  Working  Party 
on  Derivatives  which  is  particularly  concerned  with  issues  relevant 
to  developing  markets.  The  CFTC  has  been  invited  to  chair  a  dis- 
cussion of  derivatives  at  the  next  meeting  of  the  Development  Com- 
mittee. There  are  other  IOSCO  committees,  but  the  CFTC  does  not 
sit  on  any  of  them. 

ADVISORY  CONTRACTS 

Mr.  DuRBiN.  For  the  record,  please  provide  a  listing  of  all  the  ad- 
visory contracts  that  were  used  during  fiscal  year  1992,  including 
to  whom  the  contract  was  issued,  for  how  much,  and  for  what  pur- 
pose. 

Dr.  Albrecht.  I  would  be  pleased  to  provide  that  information. 

[The  information  follows:] 

Contractor  Amount  Purpose 

Ann  Carol  Brown $2,000  Organizational  Development. 

Bekin  &  Bulcao 2,250  Legal  Services. 

Or.  Peter  Widmer 3,310  Legal  Services. 

Nabarro  Nathanson » 3,200  Legal  Services. 


REORGANIZATION 

Mr.  DuRBiN.  We  are  aware  that  CFTC  is  proposing  a  reorganiza- 
tion. Can  you  describe  for  us  exactly  how  that  proposal  would 
work? 

Dr.  Albrecht.  Former  Chairman  Gramm  of  the  Commission  pro- 
posed and  the  Commission  approved  in  principle  a  reorganization 
of  the  Division  of  Trading  Markets  into  two  new  divisions  to  refo- 
cus  the  agency  resources  to  reflect  changes  that  have  developed  in 
the  industry  and  in  foreign  markets  during  the  past  20  years. 
Before  that  reorganization  was  implemented.  Chairman  Gramm  re- 
signed from  the  Commission.  The  explanatory  notes  we  will  submit 
in  April  will  reflect  the  details  of  that  proposal.  While  there  is  gen- 
eral agreement  among  the  current  commissioners  that  such  a  reor- 
ganization should  take  place,  we  have  agreed  to  postpone  it  until  a 
new  Chairman  is  chosen  and  he  or  she  has  an  opportunity  to  evalu- 
ate the  situation  and  the  organizational  proposal. 

OFFICE  OF  THE  INSPECTOR  GENERAL 

Mr.  DuRBiN.  What  resources  have  been  expended  on  the  Office  of 
the  Inspector  General  for  fiscal  years  1991,  1992,  1993,  and  1994? 
Dr.  Albrecht.  I  would  be  pleased  to  provide  that  information. 
[The  information  follows:] 

OFFICE  OF  THE  INSPECTOR  GENERAL 

FY  1991        FY  1992        FY  1993        FY  1994 

Obligations $305,000    $320,000    $334,000    $337,000 

FTEs 4  4  4  4 
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FY  1992  CONTRACTS 

Mr.  DuRBiN.  Please  provide  a  list  of  all  outside  contracts  the 
CFTC  had  in  1992.  Please  list  the  amount,  who  received  the  con- 
tract, and  the  purpose. 

Dr.  Albrecht.  I  will  be  glad  to  submit  the  list  for  the  record. 

[The  information  follows:] 

Amount  Contractor  Purpose 

OFFICE  OF  INFORMATION  RESOURCES  MANAGEMENT 

$89,494  Computer  Associates Software  License  Renewal. 

34,483  SAS  Institute Software  License  Renewal. 

57,894  IBM  Corp Software  License  Renewal. 

45,684  Storage  Teclinology ADP  Equipment  Rental. 

25,164  Vion  Corp ADP  Equipment  Maintenance. 

33,032  Xerox  Corp ADP  Equipment  Maintenance. 

57,000  American  Management Technical  Support. 

36,789  American  Management  Systems Software  Support  Services. 

331,060  Mead  Data  Central Legal  Research  &  Retrieval. 

170,000  Westco  Automated  Systems ADP  Hardware  &  Software. 

190,000  Cexec Systems  Development. 

39,113  IBM  Corp Relocation  of  Mainframe. 

UTILITIES  AND  COPIERS 

41,668  Eastman  Kodak Copier  Maintenance. 

74,593  Eastman  Kodak Copier  Maintenance. 

55,202  C&P  Telephone  Co Telephone  Line  Service. 

54,300  C&P Misc.  Telephone  Work. 

67,780  Knight  Ridder Wire  Service. 

34,262  Knight  Ridder Wire  Service. 

59,000  Commonwealth  Edison Electric  utility. 

SPACE 

68,265  JC  Nichols Office  Space  Rental. 

328,176  JBG  Rock  Associates Office  Space  Rental. 

633,200  Port  Auttiority  of  New  York  &  New  Jersey Office  Space  Rental. 

3,036,100  Quadrangle  Development Office  Space  Rental. 

419,434  Sears  Roebuck  &  Co Office  Space  Rental. 

240,000  Tishman  West  Mgmt Office  Space  Rental. 

445,004  Miglin-Beitler Office  Space  Rental. 

78,843  Quikpark Parking  Space  Rental. 

40,147  D&M  General  Contracting Construction. 

31,000  Hitt  Contracting Construction. 

58,000  Port  Auttiority  of  New  York  &  New  Jersey Construction. 


STATUS  OF  CHICAGO  INVESTIGATIONS 

Mr.  DuRBiN.  Back  in  1989,  the  Commission  was  involved  in  a 
joint  investigation  with  the  FBI  related  to  fraud  in  some  of  the  Chi- 
cago markets.  Can  you  tell  us  what  the  status  is  of  each  of  the  in- 
dictments and  appeals  to  that  case? 

Dr.  Albrecht.  The  joint  investigation  resulted  in  both  criminal 
cases  prosecuted  by  the  United  States  Attorney  in  Chicago  with 
CFTC  assistance  and  CFTC  administrative  actions.  In  the  criminal 
cases,  48  persons  were  indicted  on  various  charges,  including  Com- 
modity Exchange  Act  fraud  and  other  violations,  mail  fraud,  wire 
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fraud,  and  violations  of  the  Racketeer  Influenced  and  Corrupt  Or- 
ganizations Act,  all  stemming  from  the  mishandling  of  floor  trades 
to  defraud  customers.  Of  the  48,  35  defendants  entered  guilty  pleas 
pursuant  to  plea  agreements,  10  were  found  guilty  by  a  jury,  two 
were  found  not  guilty  on  all  charges  against  them,  and  one  person 
pled  no  contest.  The  United  States  Court  of  Appeals  for  the  Sev- 
enth Circuit  upheld  the  jury  convictions,  dismissing  only  a  few 
counts  against  some  defendants.  The  Commission  has  brought  ad- 
ministrative actions  against  35  persons — all  defendants  who  had 
pled  guilty  or  been  found  guilty  prior  to  February  of  this  year. 
Final  administrative  sanctions  have  been  entered  against  19  per- 
sons, while  16  persons  have  appealed  to  the  Commission  the  sanc- 
tions imposed  on  them  by  administrative  law  judges. 

WORKLOAD  ACnVITIES 

Mr.  DuRBiN.  For  the  record,  please  provide  a  table  showing  the 
current  workload  activities  assigned  for  each  of  the  past  years  to 
Solicitation,  Fraud,  and  Trade  Practice  investigations. 

Dr.  Albrecht.  I  would  be  pleased  to  provide  that  information. 
Please  note  that  our  Enforcement  Division  categorizes  matters  to  fa- 
cilitate its  case  tracking  and  management.  The  records  are  orga- 
nized by  sections  of  the  Act  potentially  violated,  the  type  of  instru- 
ment involved,  and  the  type  of  person,  that  is  category  of  regis- 
trant allegedly  engaged  in  misconduct.  The  records  do  not  identify 
"solicitation"  as  a  distinct  type  of  matter.  Also,  most  cases  and  in- 
vestigations characterized  as  trade  practice,  because  they  relate  to 
misconduct  in  the  execution  of  orders  on  an  exchange  floor,  involve 
fraud  through  the  mishandling  of  customer  orders.  The  informa- 
tion I  will  provide  is  based  on  our  record  categories,  and  will  identi- 
fy resources  spent  on  trade  practice  matters  and  on  other  fraud 
matters  as  a  group.  The  majority  of  the  other  fraud  matters  includ- 
ed involve  some  form  of  solicitation  fraud. 

[The  information  follows:] 

PERCENTAGE  OF  PROFESSIONAL  RESOURCES  SPENT  ON  TRADE  PRACTICE  AND  OTHER  FRAUD 

MATTERS 


Fiscal  year 

Percentage  on     Percentage  on 

trade  practice       ottier  fraud 

matters            matters 

(percent)          (percent) 

1992 

27                53 

1991 

30                51 

1990 

21                62 

1989 

14                67 

1988 

16                66 

TRADING  VOLUME 


Mr.  DuRBiN.  Please  update  the  volume  of  trading  table  that  ap- 
pears on  p£ige  266  of  last  year's  hearing  record. 
Dr.  Albrecht.  I  would  be  pleased  to  provide  that  information. 
[The  information  follows:] 
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FUTURES  TRADING  VOLUME 
(1975  THROUGH  1992) 


Volume  of  Trading 
(Thousand  Contracts) 


Yearly  Percentage 
Change 


1975 26,283.9 

1976 33,990.6 

1977 41,022.8 

1978 53,222.3 

1979 74,309.2 

1980 82,691.2 

1981 101,124.3 

1982 107,644.0 

1983 136,077.0 

1984 148,822 

1985 152,589 

1986 183,098 

1987 213,546 

1988 241,760.8 

1989 267,658.4 

1990 272,306.7 

1991 261,422.7 

1992 289,453.9 


.4 
.7 


29 

20 

29.8 

39.7 

11 

22 

6 
26 

9 

2 
20 
16 
13 


3 
3 
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5 
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6 
0 
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3 

10.8 

1.7 

-4.0 

10.7 


OPTION  CONTRACTS  TRADING  VOLUME 
(1983  THROUGH  1992) 


Volume  of  Trading  Yearly  Percentage 
(Thousand  Contracts) Change 


1983 
1984 
1985 
1986 
1987 
1988 
1989 
1990 
1991 
1992 


1,876.8 
7,953.5 

16,866.9 

30,459.6 

41,002 

49,029 

44,241 

61,928 

60,325 

69,590 


323.8 
112.1 

80. 

34. 

19. 

-9. 

40. 

-2. 

15. 
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ENFORCEMENT  INVESTIGATIONS 

Dr.  DuBRiN.  For  the  record,  please  provide  a  table  showing  the 
number  of  investigations  in  the  Division  of  Enforcement  for  the 
past  five  years. 

Mr.  Albrecht.  I  would  be  happy  to  provide  that  information. 

[The  information  follows:] 

nscalyear  '"v^-         ^^ff^^ 

''*™°  end 

1992 

1991 

1990 

1989 

1988 


TEN  YEAR  PROGRAM  RESOURCE  HISTORY 

Mr.  DuRBiN.  For  the  record,  please  provide  a  ten-year  table  show- 
ing the  funding  and  manpower  resources  for  the  Office  of  the 
Chairman  and  the  Commissioners,  Office  of  the  General  Counsel, 
Division  of  Enforcement,  Division  of  Economic  Analysis,  Division  of 
Trading  and  Markets,  and  the  Office  of  Executive  Director. 

Dr.  Albrecht.  I  would  be  pleased  to  provide  that  information. 

[The  information  follows:] 
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INTRODUCING  BROKERS 


Mr.  DuRBiN.  For  the  record,  please  provide  a  table  showing  the 
number  of  registered  introducing  brokers  since  1984  and  the  break- 
down between  the  number  of  independent  introducing  brokers  and 
the  number  of  guaranteed  introducing  brokers  for  each  year. 

Dr.  Albrecht.  I  would  be  pleased  to  provide  a  table  showing  the 
number  of  registered  introducing  brokers  as  of  the  end  of  each 
fiscal  year  since  1984,  separately  by  independent  introducing  bro- 
kers and  guaranteed  introducing  brokers.  Since  1987,  applicants  for 
registration  as  guaranteed  introducing  brokers  with  no  self-de- 
clared derogatory  information  on  their  registration  application 
have  been  eligible  for  a  temporary  license  while  the  full  fitness 
checks  are  conducted  and  such  firms  are  included  in  the  guaran- 
teed introducing  brokers  column.  Historically,  at  least  two-thirds  of 
all  introducing  brokers  have  been  guaranteed  introducing  brokers, 
and  the  percentage  has  at  times  exceeded  80  percent. 

[The  information  follows:] 


Guaranteed 

■£&  as    " 

temporary  ^^^'^ 

license) 


1984. 
1985.. 
1986.. 
1987.. 
1988.. 
1989.. 
1990.. 
1991.. 
1992.. 


365  94  459 

746  245  991 

975  272  1,247 

1.213  304  1,517 

1,347  326  1,673 

1,417  357  1,774 

1,231  564  1,795 

1,150  477  1,627 

1,107  379  1,486 


FY  1992  CONTRACTS  TRADED 


Mr.  DuRBiN.  For  the  record,  please  provide  a  table  showing  all 
futures  and  option  contracts  approved  and/or  traded  during  fiscal 
year  1992.  Also,  provide  the  volume  of  each  that  was  traded  during 
the  year. 

Bt.  Albrecht.  I  will  be  glad  to  submit  that  data  for  the  record. 
[The  information  follows:] 
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FU'i'LTRES  CONTRACTS  TRADED 
DURING  FISCAL  YEAR  1992 

COMMODITY 

VOLUME 

CHICAGO  BOARD  OF  TRADE  (CBT) 

WHEAT 

3,667,943 

CORN 

10,451,875 

OATS 

458,442 

SOYBEANS 

8,921,300 

SOYBEAN  OIL 

4,172,314 

SOYBEAN  MEAL 

4,242,163 

US  TREASURY  BONDS 

71,099,955 

US  TREASURY  NOTES  (2  YR) 

422,169 

US  TREASURY  NOTES  (10  YR) 

9,463,731 

US  TREASURY  NOTES  (5  YR) 

5,762,695 

3  0 -DAY  INTEREST  RATES 

190,678 

GNMA  (MTGES)  9% 

41 

GNMA  (MTGES)  8.5% 

250 

GNMA  (MTGES)  8% 

358 

GNMA  (MTGES)  7.5% 

44 

SILVER  (1,000  OZ) 

65,788 

SILVER  (5,000  OZ) 

414 

GOLD  (KILO) 

12,151 

GOLD  (100  OZ) 

54 

MAJOR  MARKET  INDEX 

394,664 

MUNICIPAL  BONDS 

649,809 

IR  SWAPS -3  YEAR 

303 

IR  SWAPS -5  YEAR 

4,607 

DIAMMONIUM  PHOSPHATE 

36,142 

ANHYDROUS  AMMONIA 

2,121 

TOTAL  CBT 

120,020,011 

MIDAMERICA  COMMODITY  EXCHANGE  (MCE) 

WHEAT 

248,030 

CORN 

520,316 

OATS 

7,309 
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COMMODITY 

VOLUME 

SOYBEANS 

1,246,897 

SOYBEAN  MEAL 

2,436 

US  TREASURY  BONDS 

1,410,568 

US  TREASURY  BILLS 

1,690 

US  TREASURY  NOTES 

4 

LIVE  HOGS 

17,093 

LIVE  CATTLE 

17,700 

ROUGH  RICE 

28,188 

SILVER,  NY  DEL 

11,469 

GOLD,  NY  DEL 

5,833 

PLATINUM 

758 

CANADIAN  DOLLAR 

4,198 

SWISS  FRANC 

65,171 

DEUTSCHE  MARK 

96,149 

POUND  STERLING 

36,579 

JAPANESE  YEN 

36,754 

EURODOLLAR 

668 

TOTAL  MCE 

3,757,810 

KANSAS  CITY  BOARD  OF  TRADE  (KCBT) 

WHEAT 

1,452,018 

GRAIN  SORGHUMS 

30 

STOCK  INDEX,  VLA 

49,406 

STOCK  INDEX,  MVL 

33,541 

TOTAL  KCBT 

1,534,995 

MINNEAPOLIS  GRAIN  EXCHANGE  (MGE) 

WHEAT 

713,062 

WHITE  WHEAT 

4,903 

OATS 

240 

TOTAL  MGE 

718,205 
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COMMODITY 

VOLUME 

CHICAGO  MERCANTILE  EXCHANGE  (CME)  AND 
INTERNATIONAL  MONETARY  MARKET  (IMM) 

LIVE  HOGS 

1,484,008 

PORK  BELLIES 

799,449 

LIVE  CATTLE 

3,707,721 

FEEDER  CATTLE 

406,692 

BROILER  CHICKENS 

1,649 

LUMBER 

164,409 

US  TREASURY  BILLS 

1,413,240 

AUSTRALIAN  DOLLAR 

77,833 

CANADIAN  DOLLAR 

1,185,306 

SWISS  FRANC 

5,029,949 

DEUTSCHE  MARK 

11,431,853 

POUND  STERLING 

3,211,925 

JAPANESE  YEN 

4,930,868 

EURODOLLAR 

53,796,162 

STOCK  INDEX,  S&P  500 

12,484,779 

STOCK  INDEX,  S&P  400 

68,074 

ONE  MONTH  LIBOR  RATE 

754,692 

NIKKEI  STOCK  AVERAGE 

383,608 

BP/DM  CROSS 

954 

DM/JY  CROSS 

2,200 

DM/JY  CROSS  (NEW) 

9,320 

DM/SF  CROSS 

114 

GOLDMAN- SACHS  COMM  INDEX 

12,343 

TOTAL  CME /IMM 

101,357,148 

NEW  YORK  MERCANTILE  EXCHANGE  (NYMEX) 

HEATING  OIL,  NO.  2 

7,998,708 

CRUDE  OIL,  SWEET 

22,100,781 

CRUDE  OIL,  SOUR 

9,506 

PALLADIUM 

65,266 

PLATINUM 

600,353 

UNLEADED  REG .  GAS . ,  NY 

6,765,217 

UNLEADED  GAS . ,  GULF  COAST 

1,820 

PROPANE  GAS 

51,770 

NATURAL  GAS 

1,323,871 
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COMMODITY 

VOLUME 

TOTAL  NYMEX 

38,917,292 

NEW  YORK  COTTON  EXCHANGE  &  ASSO.  (NYCE) 

COTTON,  NO.  2 

1,663,743 

ORANGE  JUICE 

318,794 

US  DOLLAR  INDEX 

708,413 

EUROPEAN  CURRENCY  UNIT 

971 

US  TREASURY  NOTES  (5  YR) 

86,097 

US  TREASURY  NOTES  (2  YR) 

882 

TOTAL  NYCE 

2,778,900 

COFFEE,  SUGAR  AND  COCOA  EXCHANGE  (CSCE) 

COCOA 

1,363,614 

WHITE  SUGAR 

10 

SUGAR  NO.  11 

3,913,828 

SUGAR  NO.  14 

134,360 

COFFEE  C 

1,981,118 

EURO-DIFF  COFFEE 

5 

BRAZIL-DIFF  COFFEE 

347 

TOTAL  CSCE 

7,393,282 

COMMODITY  EXCHANGE  INC.  (COMEX) 

SILVER 

3,252,718 

COPPER 

1,702,777 

GOLD 

6,502,615 

PLATINUM 

3,943 

PALLADIUM 

139 

TOTAL  COMEX 

11,462,192 

NEW  YORK  FUTURES  EXCHANGE  (NYFE) 

NYSE  COMPOSITE  INDEX 

1,389,304 

CMDTY  RSRCH  BR.  INDEX 

54,627 

TOTAL  NYFE 

1,443,931 
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COMMODITY 

VOLUME 

PHILADELPHIA  BOARD  OF  TRADE  (PBOT) 

SWISS  FRANC 

3 

DEUTSCHE  MARK 

49,864 

POUND  STERLING 

34 

JAPANESE  YEN 

3,740 

AUSTRALIAN  DOLLAR 

169 

FRENCH  FRANC 

16,279 

TOTAL  PBOT 

70,089 

TOTAL  ALL  MARKETS 

289,453,855 

ses 


OPTION  CONTRACTS  TRADED 
DURING  FISCAL  YEAR  1992 

COMMODITY 

VOLUME 

CHICAGO  BOARD  OF  TRADE  (CBT) 

WHEAT 

1,162,694 

CORN 

1,894,458 

OATS 

13,471 

SOYBEANS 

1,978,099 

SOYBEAN  OIL 

94,487 

SOYBEAN  MEAL 

145,035 

US  TREASURY  BONDS 

21,541,389 

US  TREASURY  NOTES  (10  YR) 

1,997,773 

US  TREASURY  NOTES  (5  YR) 

469,521 

US  TREASURY  NOTES  (2  YR) 

4,871 

MUNICIPAL  BONDS 

35,363 

SILVER 

11,180 

IR  SWAPS -3  YEAR 

10 

IR  SWAPS -5  YEAR 

410 

MAJOR  MARKET  INDEX 

4,627 

TOTAL  CBT 

29,353,388 

KANSAS  CITY  BOARD  OF  TRADE  (KCBT) 

WHEAT 

96,703 

STOCK  INDEX,  MVL 

542 

TOTAL  KCBT 

97,245 

COFFEE  SUGAR  &  COCOA  EXCHANGE  (CSCE) 

SUGAR  #11 

980,568 

COCOA 

222,792 

COFFEE  C 

659,927 

TOTAL  CSCE 

1,863,287 
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COMMODITY 

VOLUME 

MIDAMERICA  COMMODITY  EXCHANGE  (MCE) 

GOLD 

330 

WINTER  WHEAT 

4,077 

CORN 

8,413 

SOYBEANS 

16,775 

US  TREASURY  BONDS 

2,146 

ROUGH  RICE 

4,357 

TOTAL  MCE 

36,098 

CHICAGO  MERCANTILE  EXCHANGE  (CME) 
AND  INTERNATIONAL  MONETARY  MARKET  (IMM) 

LIVE  HOGS 

89,701 

PORK  BELLIES 

39,154 

LIVE  CATTLE 

652,619 

FEEDER  CATTLE 

97,462 

LUMBER 

5,828 

1  BROILER  CHICKENS 

944 

EURODOLLAR 

12,769,011 

BRITISH  POUND 

608,105 

DEUTSCHE  MARK 

6,190,963 

SWISS  FRANC 

964,658 

JAPANESE  YEN 

1,833,555 

CANADIAN  DOLLAR 

356,150 

AUSTRALIAN  DOLLAR 

22,342 

US  TREASURY  BILLS 

31,039 

STOCK  INDEX,  S&P  500 

2,166,878 

STOCK  INDEX,  S&P  400 

1,348 

NIKKEI  STOCK  AVERAGE 

13,962 

ONE -MONTH  LIBOR  RATE 

85,030 

BP/DM  CROSS 

2 

DM/JY  CROSS 

843 

DM/JY  CROSS  (NEW) 

28,699 

DM/SF  CROSS 

90 

GOLDMAN  SACHS  COMM  INDEX 

1,460 

TOTAL  CME /IMM 

25,959,843 
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COMMODITY 

VOLUME 

MINNEAPOLIS  GRAIN  EXCHANGE  (MGE) 

SPRING  WHEAT 

13,066 

WHITE  WHEAT 

2,261 

TOTAL  MGE 

15,327 

COMMODITY  EXCHANGE  INC.   COMEX) 

GOLD 

1,350,520 

SILVER 

750, 132 

COPPER  (HIGH  GRADE) 

88,277 

PLATINUM 

202 

TOTAL  COMEX 

2,189,131 

NEW  YORK  COTTON  EXCHANGE  &  ASSOC  (NYCE) 

COTTON 

434,345 

ORANGE  JUICE 

60,528 

US  DOLLAR  INDEX 

724,672 

EUROPEAN  CURRENCY  UNIT 

4,926 

TOTAL  NYCE 

1,224,471 

NEW  YORK  FUTURES  EXCHANGE  (NYFE) 

NYSE  COMPOSITE  INDEX 

39,692 

CRB  INDEX 

3,836 

TOTAL  NYFE 

43,528 

NEW  YORK  MERCANTILE  EXCHANGE  (NYME) 

HEATING  OIL 

1,253,896 

CRUDE  OIL 

6,618,210 

UNLEADED  GASOLINE 

898,241 

PLATINUM 

37,681 

TOTAL  NYMEX 

8,808,028 

TOTAL  OPTIONS 

69,590,346 

366 

DOMESTIC  AGRICULTURAL  CONTRACTS 

Mr.  DuRBiN.  Dr.  Albrecht,  you  probably  know  that  over  the 
years,  the  committee  has  been  very  interested  in  the  amount  of  ag- 
riculture-related contracts  that  have  been  traded.  The  last  three 
years,  17  percent  of  total  volume  was  related  to  domestic  agricul- 
tural contracts.  For  the  record,  please  update  the  table  that  ap- 
pears on  page  277  of  last  year's  hearing  record,  showing  the  per- 
cent of  domestic  agricultural  contracts  and  options  versus  total 
volume. 

Dr.  Albrecht.  I  would  be  pleased  to  provide  that  information. 

[The  information  follows:] 


367 


VOLUME  IN  DOMESTIC  AGRICULTURAL  1/  (AG)  CONTRACTS 
(IN  MILLIONS  OF  CONTRACTS) 

FISCAL 
YEAR 

FUTURES 

OPTIONS               II 

DOMESTIC 

AG 
CONTRACTS 

TOTAL 
VOLUME 

AG  AS  A 

PERCENT 
OF  TOTAL 

DOMESTIC 

AG 
CONTRACTS 

TOTAL 
VOLUME 

AG  AS  A 

PERCENT 
OF  TOTAL 

1980 

48.3 

82.7 

58.4 

1981 

51.5 

101.1 

51.0 

1982 

47.9 

107.6 

39.9 

1983 

50.2 

136.1 

36.9 

0 

1.9 

0 

1984 

49.1 

148.8 

33.0 

0 

8.0 

0 

1985 

34.2 

152.6 

22.4 

1.2 

16.9 

7.2 

1986 

33.6 

183.1 

18.3 

2.3 

30.5 

7.5 

1987 

32.2 

213.5 

16.5 

3.4 

41.0 

8.2 

1988 

49.3 

241.8 

20.4 

6.6 

49.0 

13.4 

1989 

46.8 

267.7 

17.5 

6.1 

44.2 

13.9 

1990 

46.9 

272.3 

17.2 

6.4 

61.9 

10.4 

1991 

45.0 

261.4 

17.2 

6.6 

60.3 

11.0 

1992 

44.2 

289.5 

15.3 

6.7 

69.6 

9.6 

1/ 


Domestic  agricultural  commodities:  Wheat,  corn,  oats,  rice, 
soybeans,  soybean  oil,  soybean  meal,  cotton,  live  hogs,  live  cattle, 
feeder  cattle,  pork  bellies,  and  broilers.  Volume  expressed  in 
millions  of  contracts. 
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FIRM  FAILURES 

Mr.  DuRBiN.  How  many  firms  trading  in  the  futures  and  options 
market  failed  during  the  past  year? 

Dr.  Albrecht.  One  futures  commission  merchant  failed  during 
the  past  year.  All  customer  accounts  of  this  firm  were  transferred 
to  another  futures  commission  merchant  and  no  customers  sus- 
tained any  losses  as  a  result  of  the  failure. 

AGRICULTURAL  OPTION  CONTRACTS 

Mr.  DuRBiN.  Please  provide  for  the  record  a  list  of  all  the  agri- 
cultural option  contracts  that  are  now  being  traded. 
Dr.  Albrecht.  I  would  be  pleased  to  provide  that  information. 
[The  information  follows:] 

LISTING  OF  ALL  AGRICULTURAL  OPTIONS  CONTRACTS  TRADED  AS  OF  MARCH  25,  1993 

Exchange  ComiTKidity 

Chicago  Board  of  Trade Wheat. 

Corn. 

Oats. 

Soybeans. 

Soybean  Meal. 

Soybean  Oil. 
Chicago  Mercantile  Exchange Broilers. 

Feeder  Cattle. 

Live  Cattle. 

Live  Hogs. 

Pork  Bellies. 
Coffee  Sugar  &  Cocoa  Exchange Coffee. 

Cocoa. 

Sugar. 

Kansas  City  Board  of  Trade Wheat. 

MidAmerica  Commodity  Exchange Wheat. 

Corn. 

Soybeans. 

Rice. 
Minneapolis  Grain  Exchange Wheat. 

White  Wheat. 
New  York  Cotton  Exchange Cotton. 

Orange  Juice. 


FY  1992  NFA  ACTIONS 

Mr.  DuRBiN.  For  the  record,  please  provide  a  table  showing  infor- 
mation of  sales  practice  and  financial-related  disciplinary  actions 
taken  by  the  National  Futures  Association  during  calendar  year 
1992.  Include  on  that  table  the  number  of  complaints  issued  divid- 
ed between  sales  practice  and  financial  cases. 

Dr.  Albrecht.  I  would  be  pleased  to  provide  that  information. 
During  1992,  the  National  Futures  Association  issued  a  total  of  37 
complaints  which  involved  95  individuals  or  firms.  The  NFA  ren- 
dered 64  decisions  relating  to  sales  practice  and  financial  violations 
and  levied  a  total  of  $820,250  in  fines,  15,780  days  of  temporary 
bars,  permanently  barred  19  members  £ind  expelled  ten  members 
from  membership.  In  addition,  the  NFA  restricted  the  registration 
of  individuals  and  firms,  requested  members  to  withdraw  from 


369 

membership,  prohibited  members  from  supervising  other  employ- 
ees and  required  certain  members  to  submit  all  promotional  mate- 
rial to  NFA  for  review  prior  to  disseminating  the  material  to  the 
public. 
[The  information  follows:] 
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NATIONAL  FUTURES  ASSOCIATION'S  SALES  PRACTICE  AND 
FINANCIAL- RELATED  DISCIPLINARY  ACTIONS  FOR  1992 


1992  ACTIONS 

SALES  PRACTICE 

FINANCIAL 

OTHER 

NO.  OF  COM- 
PLAINTS 

20 

5 

12 

NO.  OF  INDI- 
VIDUALS AND/OR 
FIRMS 

45 

33 

17 

NO.  OF  DECI- 
SIONS 

51 

13 

-- 

FINES 

$788,750 

31,500 

SUSPENSIONS 
(DAYS) 

10,855 

4,925 

BARRED  FROM 
NFA  MEMBERSHIP 

17 

2 

EXPELLED 

10 

0 

^ 

OTHER  ACTIONS 

8 

3 

1 
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ENFORCEMENT  PROGRAM 

Mr.  DuRBiN.  What  was  your  workload  for  the  Enforcement  Divi- 
sion during  1992?  How  many  existing  cases  and  how  many  new 
cases  were  started  during  1992? 

Dr.  Albrecht.  During  fiscal  year  1992,  the  Commission  filed  36 
administrative  proceedings  and  18  civil  injunctive  actions.  The  en- 
forcement staff  began  the  year  with  122  cases  pending,  and  com- 
pleted 59  cases  during  the  year.  Also  during  the  year,  the  Enforce- 
ment Division  opened  70  new  investigations,  which  it  added  to  the 
165  investigations  pending  at  the  beginning  of  the  fiscal  year.  The 
Division  completed  131  investigations  during  the  year. 

OFF-EXCHANGE  TRADING 

Mr.  DuRBiN.  Please  describe  how  you  regulate  the  over-the- 
counter  market. 

Dr.  Albrecht.  The  Commission  has  addressed  certain  over-the- 
counter  instruments  through  interpretations,  statements  of  policy 
and  more  recently  through  the  exercise  of  its  exemptive  authority. 
As  I  noted  previously  exemptive  authority  was  exercised  in  the 
case  of  swaps  where  both  anti-manipulation  and  anti-fraud  authori- 
ties were  retained.  The  Conmiission  also,  recently,  exempted  inno- 
vative financi£d  "hybrid"  products  that  combine  the  characteristics 
and  functions  of  more  traditional  instruments,  such  as  equity  or 
debt  securities,  with  futures  and  options.  Some  of  these  hybrids 
trade  both  on  securities  exchanges  and  in  the  over-the-counter 
market.  Unless  the  commodity  component  of  these  hybrids  pre- 
dominates, the  Commission  has  taken  the  position  that  other  statu- 
tory schemes,  such  as  the  securities  and  the  banking  laws,  are 
more  appropriate  to  regulate  these  products.  As  to  other  products 
in  the  over-the-counter  market,  the  Commission  has  regulations 
covering  three  forms  of  commodity  instruments  that  are  exempted 
from  exchange  trading:  trade  options,  dealer  options  and  leverage 
contracts.  Trade  options  are  generally  options  entered  into  in 
normal  commercial  channels  for  the  physical  commodity  or  its  by- 
products. The  exemption  applies  to  a  commodity  option  offered  by 
a  person  having  reasonable  basis  to  believe  that  the  option  is  of- 
fered to  a  category  of  commercial  users  specified  in  the  Commis- 
sion's rules.  The  commercial  entities  are  offered  or  enter  into  the 
transaction  solely  for  purposes  related  to  its  business.  The  Commis- 
sion's anti-fraud  rules  apply  to  trade  options.  In  addition,  while 
trade  options  in  specified  agricultural  commodities  are  presently 
prohibited,  the  Commission  is  considering  whether  to  lift  this  pro- 
hibition. 

The  dealer  option  exemption  applies  only  to  non-agricultural 
commodities.  Persons  domiciled  in  the  United  States  who,  on  May 
1,  1978,  were  both  in  the  business  of  granting  options  on  a  physical 
commodity  and  in  the  business  of  buying,  selling,  producing  or  oth- 
erwise utUizing  that  commodity,  may  continue  to  grant  options  on 
the  commodity.  Dealer  options  may  be  marketed  only  by  futures 
commission  merchants  and  the  option  grantor  must  have  a  net 
worth  of  at  least  five  million  dollars  £ind  meet  other  statutory  re- 
quirements. The  dealer  option  market  began  declining  with  the 
advent  of  exchange  tradmg  in  commodity  options,  and  at  the 
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present  time  the  Commission  is  unaware  of  any  active  dealer 
option  grantors. 

As  with  dealer  options,  the  market  for  leverage  contracts  has  de- 
clined in  recent  years,  and  at  the  present  time  there  are  no  lever- 
age merchants  registered  with  the  Commission.  Leverage  contracts 
generally  may  be  described  as  a  long-term,  10  years  or  more,  stand- 
ardized contract  for  the  delivery  of  silver  or  gold  bullion,  bulk 
silver  or  gold  coins  or  platinum.  The  offeror  of  a  leverage  contract, 
the  leverage  transaction  merchant,  is  the  principal  in  each  lever- 
age transaction.  In  addition  to  anti-fraud  and  registration  require- 
ments, the  Commission's  leverage  regulations  include  delivery  spec- 
ifications and  minimum  financial,  cover  and  segregation  require- 
ments for  the  merchant. 

CIVIL  AND  ADMINISTRATIVE  PROCEEDINGS 

Mr.  DuRBiN.  For  the  record,  please  provide  a  five-year  historical 
table  showing  the  number  of  civil  injunctive  actions  and  adminis- 
trative proceedings  for  each  of  the  five  years,  and  the  number  of 
cases  completed  during  that  time  frame. 

Dr.  Albrecht.  I  would  be  pleased  to  provide  that  information. 

[The  information  follows:] 

Administrative       Qvil  cases  Cases 

cases  filed  filed  completed 

Year: 

1992 

1991 

1990 

1989 

1988 


CIVIL  MONETARY  PENALTIES 

Mr.  DuRBiN.  For  the  record  please  provide  a  five-year  historiced 
table  showing  the  amount  of  civil  penalties  from  administrative 
proceedings  issued  for  each  fiscal  year  since  1987. 

Dr.  Albrecht.  I  would  be  happy  to  provide  that  information. 
Below  is  a  table  of  total  civil  monetary  penalties  imposed  FY  1987- 
1992. 

[The  information  follows:] 

Civil  Monetary  Penalties  Imposed  Fiscal  Year  1987-92 

Fiscal  year:  Amount 

1987 $1,947,500 

1988 2,337,500 

1989 5,858,400 

1990 5,175,000 

1991 3,150,071 

1992 3,207,277 

RENTAL  SPACE  COSTS 

Mr.  DuRBiN.  Last  year.  Dr.  Gramm  had  indicated  the  need  for 
significant  increases  in  appropriations  to  help  offset  new  rental 
agreements  for  leased  space  for  CFTC  offices.  For  the  record  would 
you  provide  us  a  five-year  table  summarizing  the  cost  of  rental 
space  in  Washington  and  all  of  the  other  field  offices  of  CFTC? 

Dr.  Albrecht.  I  would  be  happy  to  provide  that  information. 
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18 

59 

31 

11 

52 

37 

11 

29 

35 

15 

56 

40 

14 

41 
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[The  information  follows:] 


OBLIGATIONS  FOR  RENTAL  OF  OFFICE  SPACE 

[Dollars  In  thousands] 


Fiscal  year  1988  1989  1990  1991  1992 

Washington 2,512  2,530  2,760  3,158  3,364 

Chicago 828  802  847  827  838 

New  York 481  506  526  546  633 

Kansas  Qty 38  18  59  63  68 

Minneapolis 14  14  14  12  13 

Los  Angeles 66  204  239  260  240 

Total 3.939  4,073  4,445  4,866  5,156 

Mr.  DuRBm.  Mr.  Skeen. 

Mr.  Skeen.  Thank  you,  Mr.  Chairman. 

Dr.  Albrecht,  good  to  have  you  here  this  morning,  and  welcome 
to  the  inquisition. 

Dr.  Albrecht.  Thank  you. 

Mr.  Skeen.  But  that  is  part  of  our  job  as  well,  and  I  think  you 
understand  it  very  well. 

Dr.  Albrecht.  I  understand. 

LAWYERS  AS  PERCENT  OF  TOTAL  STAFF 

Mr.  Skeen.  By  the  way,  after  reading  the  article  I  would  like  to 
know  how  many  lawyers  do  you  have  on  staff?  They  quoted  one  of 
your  critics  as  being  one  of  the  lawyers. 

Dr.  Albrecht.  I  think  24  percent  of  our  staff  is  attorneys. 

Mr.  Skeen.  Twenty-four  percent? 

Dr.  Albrecht.  Yes,  sir. 

Mr.  Skeen.  How  many  times  has  the  legal  department  ever  told 
you  that  you  had  a  problem,  where  they  suggested  it  might  be 
unwise  to  engage  in  the  travel  activities  to  the  extent  that  you 
were?  What  lond  of  legal  advice  have  you  ever  gotten  as  far  as  per- 
sonal management  on  travel  and  other  expenditures  from  the  legal 
department? 

Dr.  Albrecht.  I  have  never  had  anybody  indicate  there  is  any 
problem.  I  personally  have  a  diligent,  conscientious,  conservative, 
cautious  legal  counsel  who  reenforces  my  own  desires  to  make  sure 
that  I  do  everything  right. 

Mr.  Skeen.  Is  he  in  a  portrait,  or  in  a  statue? 

Dr.  Albrecht.  She  is  right  there. 

[Laughter.] 

Mr.  Skeen.  Oh,  very  good.  Real  live  person. 

Dr.  Albrecht.  That  is  right. 

Mr.  Skeen.  Grood.  Well,  you  have  a  problem.  We  all  have  a  prob- 
lem so  far  as  funding  these  agencies.  This  agency  has  taken  an 
awful  lot  of  criticism  and  an  awful  lot  of  inspection  so  far  as  how 
we  allocate  the  appropriations.  And  once  again  we  are  asking  you 
to  cut  your  activities. 

What  does  this  do  to  you  as  far  as  your  enforcement  efforts?  How 
does  it  affect  your  work  toward  improving  your  global  analysis  of 
the  trading  situation? 
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Dr.  Albrecht.  Well,  as  far  as  enforcement  is  concerned,  I  hope  I 
emphasized  that  I  was  not  really  complaining,  and  I  was  not  trying 
to  paint  an  extraordinarily  gloomy  picture. 

Mr.  Skeen.  We  took  it  as  gloomy. 

BUDGET  REDUCTIONS 

Dr.  Albrecht.  This  is  a  real  budget  cut,  so  it  results  in  some  re- 
duction in  our  real  budget  from  what  we  have  had  this  year.  A 
little  historical  background  to  this  may  be  useful. 

When  I  joined  the  Commission  we  had  a  staff  of  520.  Shortly 
after  that  Congress  embarked  upon  the  reauthorization  legislation. 
As  a  result  of  the  Chicago  sting  investigation  becoming  public  in 
January  of  1989,  there  was  a  great  deal  of  concern  that  the  Com- 
mission was  not  doing  everything  that  it  could  or  should  do,  for  a 
couple  of  reasons. 

One,  the  laws  that  it  was  enforcing  were  not  tough  enough;  two, 
we  did  not  have  enough  resources;  and,  three,  some  concern  was 
raised  about  how  the  Commission  itself  operated.  At  any  time,  ob- 
viously, that  is  a  fair  concern.  Are  we  doing  everything  we  can? 
Are  we  being  tough  enough? 

Congress  essentially  told  us,  authorized  us,  to  beef  up  our  staff, 
increase  our  staff.  So  we  went  on  a  planned  growth  path  designed 
to  take  us  from  about  520  people  up  to  about  630  people  in  a  year 
or  two.  We  worked  very  diligently  at  that.  It  is  hard  to  attract  new, 
qualified  people.  You  cannot  just  add  50  people  all  at  once.  It  takes 
time.  We  got  ourselves  up  to  about  592  by  the  end  of  fiscal  1992. 

Last  year's  budget  w£is  not  what  we  had  anticipated  that  it 
would  be,  because  for  very  understandable  reasons  the  decision  was 
made  to  fund  us  at  the  same  level  we  had  been  funded  at  the  previ- 
ous year.  That  meant  we  could  not  continue  to  grow.  It  meant  we 
had  to  begin  to  cut  back.  So  we  have  cut  back.  We  have  not  had  to 
furlough  anybody.  We  have  not  had  to  lay  anybody  off.  We  will  be 
within  our  budget  this  year.  I  think  that  in  fact  we  may  have  some 
money  from  which  we  will  be  able  to  give  performance  awards.  It 
looks  like  we  will  be  able  to  do  that. 

But  we  are  going  to  continue  to  go  down.  I  think  that  we  will  not 
have  as  many  enforcement  staff  as  were  in  that  growth  plan. 

Is  it  hurting  our  enforcement  program?  I  would  never  want  to 
publicly  say  our  enforcement  program  is  not  as  strong  as  it  can  be. 
We  will  not  have  as  many  people  doing  enforcement  work.  Their 
travel  budgets  will  be  less  than  they  were.  And  I  go  through  the 
same  story  on  every  issue.  I  think  we  will  be  back  to  pretty  much 
where  we  were  in  1989,  with  a  lot  more  things  to  do. 

JURISDICTIONAL  DIFFERENCES — CFTC  AND  SEC 

Mr.  Skeen.  Well,  you  are  being  constantly  compared  to  the  SEC, 
and  there  has  always  been  a  sneaking  suspicion,  in  Congress  that 
we  are  duplicating  or  replicating  the  effort. 

Give  me  a  major  reason  that  they  should  not  be  combined  in  one 
agency.  I  know  there  has  been  a  tremendous  turf  battle  going  on, 
and  we  have  been  subjected  to  that  for  the  past  several  years. 
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Dr.  Albrecht.  Well,  I  have  tried  very  hard  in  all  of  my  remarks 
not  to  generate  a  turf  battle,  or  be  seen  as  contributing  to  a  turf 
battle. 

Mr.  Skeen.  Well,  just  characterize  the  differences  in  the  respon- 
sibilities. 

Dr.  Albrecht.  Okay. 

Mr.  Skeen.  Give  me  some  ideas  of  that. 

Dr.  Albrecht.  We  oversee  futures  markets.  We  have  an  exper- 
tise in  futures  markets  built  up  over  the  years.  We  have  an  excel- 
lent qualified,  hard-working  staff.  Futures  markets  are  different 
from  securities  markets.  Futures  markets  do  different  things.  They 
involve  risk  shifting.  They  do  not  involve  capital  formation,  al- 
though these  functions  are  related.  Futures  markets  operate  under 
a  very  different  set  of  rules  from  the  securities  markets. 

Mr.  Skeen.  Two  different  operations? 

Dr.  Albrecht.  So  if  we  combine  the  agencies,  you  are  just  going 
to  take  the  CFTC  and  put  it  over  there  to  do  the  same  thing  under 
a  different  roof.  We  do  different  things,  and  we  enforce  a  different 
law. 

Mr.  Skeen.  So  the  number  of  people  you  have  hired  really  does 
not  reflect  the  responsibilities,  but  does  reflect  a  difference  in  the 
kinds  of  operations  that  you  are  handling,  is  that  correct? 

Dr.  Albrecht.  Different  kind  of  operation  and 

Mr.  Skeen.  I  am  trying  to  get  a  grasp  of  it. 

Dr.  Albrecht.  Yes,  sir. 

There  are  different  responsibilities.  Our  law  is  different.  We  have 
different  things  to  worry  about.  Apparently  we  have  chosen  to  allo- 
cate our  resources  among  our  regional  offices  somewhat  differently 
from  the  SEC.  We  are  a  lot  smaller.  We  should  be  a  lot  smaller. 
They  regulate  a  much  larger  market  and  many  more  people  than 
we  regulate. 

I  am  not  sure  if  I  have  answered  your  question. 

Mr.  Skeen.  Yes.  We  are  getting  closer,  and  I  do  not  want  to  ask 
you  to  get  into  the  minutia  of  the  whole  situation. 

Dr.  Albrecht.  Yes. 

Mr.  Skeen.  But  there  must  be  something  graphically  and  demon- 
strably different  that  we  are  not  totally  appreciative  of  as  far  as 
how  we  appropriate  money.  We  are  trying  to  justify  appropriation 
on  the  basis  of  how  many  people  you  hire,  how  much  traveling  you 
do  and  things  of  that  kind. 

But  we  find  that  in  a  shrinking  market  in  the  United  States  it  is 
becoming  more  of  a  global  market.  So  I  am  sure,  I  can  understand 
your  interest  in  the  global  markets,  because  they  are  all  interrelat- 
ed. 

But  we  are  asking  you  to  take  another  cut  in  the  budget  this 
year.  Yet  we  have  this  transaction  tax  proposal 

Dr.  Albrecht.  Yes. 

Mr.  Skeen  [continuing].  That  I  would  like  you  to  explain  to  me. 
If  it  is  going  to  be  any  boon  to  you  or  bane. 

FUTURES  vs.  securities  REGULATION 

Dr.  Albrecht.  If  I  could  just  make  one  more  comment  in  re- 
sponse to  your  question  of  how  we  are  different. 
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The  fundamental  difference  is  that  futures  markets  and  options 
on  futures  involve  risk  shifting.  They  do  not  involve  the  acquisition 
of  assets.  So  the  regulation  of  that  is  somewhat  different  from  the 
regulation  of  a  capital  formation  market  in  which  virtually  every 
transaction  involves  the  passing  of  an  asset  from  one  individual  to 
another. 

We  have  a  great  deal  of  concern  about — we  are  very  involved 
in — price  discovery.  Agricultural  producers  throughout  this  coun- 
try use  the  futures  market  as  a  basis  for  the  pricing  of  their 
output. 

Mr.  Skeen.  a  marketing  tool. 

Dr.  Albrecht.  A  marketing  tool,  yes,  and  that  is  not  nearly  as 
much  a  function  of  a  securities  market.  And  so  our  roles  are  just 
different.  We  do  things  differently.  We  have  an  enforcement  pro- 
gram. They  have  an  enforcement  program.  They  have  got  a  good 
enforcement  program.  We  have  got  a  good  enforcement  program. 

Mr.  Skeen.  Is  there  any  difference  in  the  intensity  of  your  re- 
sponsibility as  far  as  the  enforcement  sector  is  concerned? 

Dr.  Albrecht.  I  think  we  have  a  very  intense  enforcement  pro- 
gram. 

Mr.  Skeen.  I  think  you  do  too. 

Dr.  Albrecht.  I  would  hate  to  see  it  more  intense.  I  mean,  it  is 
intense.  They  work  hard. 

Mr.  Skeen.  But  is  it  differentiated  from  a  securities  enforcement 
program? 

Dr.  Albrecht.  Well,  I  do  not  think  it  is  different  in  the  sense  of, 
trjdng  to  weed  out  wrongdoers  but  let  me  give  you  a  couple  of  ex- 
amples. 

We  have  open  outcry.  We  have  people  on  the  floor  of  an  ex- 
change who  engage  in  practices  that  to  many  people  seem  quite 
mysterious.  You  have  seen  them  on  TV.  You  have  seen  them  in 
movies  in  funny  colored  jackets,  screaming  at  each  other  at  the  top 
of  their  lungs,  transacting  millions,  billions  of  dollars  worth  of 
business. 

The  opportunity  for 

Mr.  Skeen.  I  think  they  hire  people  who  are  trjdng  to  vent  their 
frustrations.  [Laughter.] 

Dr.  Albrecht.  So  the  opportunity  for  taking  advantage  of  a  cus- 
tomer exists  in  that  environment  perhaps  more  than  it  exists  in 
the  more  sedate  environment  of  the  New  York  Stock  Exchange,  or 
at  least  the  opportunity  takes  a  different  form. 

We  worry  a  great  deal  about  market  manipulation.  The  price  of 
corn,  for  instance,  is  going  to  be  affected  by  what  goes  on  in  the 
trading  pit. 

In  contrast,  the  SEC  worries  about  insider  trading  and  the  ma- 
nipulation of  the  price  of  an  individual  stock.  When  an  individual 
stock  price  gets  distorted  it  is  very  important,  but  it  is  a  different 
type  of  ill  effect  than  if  you  get  the  price  of  corn  wrong,  or  the 
price  of  soybeans  wrong.  So  our  enforcement  functions  are  related, 
but  very  different. 

Mr.  Skeen.  I  understand. 
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TRANSACTION  FEE  PROPOSAL 

Dr.  Albrecht.  Okay,  you  were  talking  about  the  transaction  tax. 

Mr,  Skeen.  Transaction  tax. 

Dr.  Albrecht.  The  CFTC's  position  on  this  is  what  it  has  been  in 
the  past,  which  is  that  we  do  not  oppose  the  transaction  tax.  We 
would  not  want  to  oppose  it.  On  the  other  hand,  we  are  quite  cogni- 
zant of  the  fact  that  exchanges  are  very  concerned  about  the 
impact  it  will  have  upon  their  international  competitiveness.  We 
understand  that  concern. 

Mr.  Skeen.  It  will  be  a  factor  in  your  competitive  position? 

Dr.  Albrecht.  I  do  not  know,  and  I  do  not  think  that  anybody 
knows,  exactly  what  the  impact  of  that  tax  would  be  in  quantita- 
tive terms. 

Mr.  Skeen.  Are  you  doing  studies? 

Dr.  Albrecht.  We  are  not.  The  question  of  how  a  tax  affects 
business  is  very  difficult.  It  is  easy  simply  to  say  that  it  will.  Obvi- 
ously, any  tax  on  economic  activity  imposes  a  cost,  and  reduces 
profits.  It  increases  the  cost  of  doing  business,  and  it  increases 
prices.  People  do  not  do  as  much  business. 

Now  will  business  go  down  a  lot,  will  business  go  down  a  little 
bit?  I  do  not  know.  Obviously,  if  the  tax  were  $10,  it  would  have  a 
big  impact.  If  it  were  a  third  of  a  mill,  it  would  not  be  very  much. 

There  is  a  GAO  study  of  this  subject  going  on  right  now.  And  I 
do  know  that  the  Mid-America  Institute,  which  is  a  private  re- 
search institute,  is  also  conducting  studies  of  this  issue. 

foreign  regulatory  structure 

Mr.  Skeen.  Do  other  countries  impose  such  a  tax,  is  it  a  wide- 
spread practice? 

Dr.  Albrecht.  What  other  countries  do  is  as  different  as  their 
regulatory  structures.  No  two  countries  have  the  S£ime  regulatory 
structure.  No  two  countries  have  the  same  way  of  taxing  things. 

In  Japan,  there  is  a  tax,  but  it  does  not  go  to  fund  the  futures 
industry.  Incidentally,  this  tax  that  we  are  talking  about  would  not 
do  that  either.  It  would  not  go  the  CFTC. 

In  France,  there  is  no  tax  on  futures  transactions.  There  is  an 
18.6  duty  on  clearing  fees  that  has  to  be  paid.  In  the  U.K.,  there  is 
no  transaction  tax  as  such.  There  is  a  fee  that  the  exchange  has  to 
pay  based  upon  its  annual  volume.  For  very  low  volume,  it  starts 
out  at  something  like  six  cents  a  trade,  and  it  gets  down  to  as  low 
as  about  a  third  of  a  cent  a  trade. 

So  those  countries  have  some  form  of  tax  on  the  activity  that 
goes  on,  although  they  do  not  take  the  direct  form  of  a  transaction 
tax.  The  other  countries,  as  far  as  I  know,  do  not  have  a  tax,  except 
that  Canada  has  recently  instituted  a  tax — not  on  futures,  and  not 
on  options  on  futures — but  on  options  on  securities. 

So  in  general,  the  tax  that  we  are  talking  about  would  be  signifi- 
cantly higher  than  most  other  countries  have  to  pay. 

Dr.  Skeen.  And  in  a  declining  market  as  far  as  we  are  con- 
cerned? 

Dr.  Albrecht.  Well,  our  market  has  grown  in  absolute  terms.  Its 
market  share  has  fallen. 

Mr.  Skeen.  World  market  share? 
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Dr.  Albrecht.  Right. 

REAUTHORIZATION 

Mr.  Skeen.  Let  me  ask  you  about  one  final  area  here  on  reauthoriza- 
tion, which  we  accomplished  last  October  by  passing  the  Futures 
Trading  Practices  Act  of  1992. 

What  has  been  the  reaction  of  the  agricultural  community  with 
this  reauthorization? 

Dr.  Albrecht.  Well,  I  think  that  everybody 

Mr.  Skeen.  How  many  years  is  this  reauthorization  for? 

Dr.  Albrecht.  This  is  a  two-year  reauthorization. 

Mr.  Skeen.  Two  years. 

Dr.  Albrecht.  The  good  news  is  we  got  reauthorized.  The  bad 
news  is  it  is  only  for  two  years.  I  think  that  the  general  reaction  by 
everybody  concerned  was  one  of  relief,  that  we  got  it  over  with.  It 
was  a  three  and  a  half  year  battle,  and  it  was  very  strenuous. 

I  think  that  the  agricultural  community  is  quite  supportive  of  it. 
I  know  that  the  large  agricultural  organizations  were  among  the 
CFTC's  biggest  supporters  when  this  question  of  jurisdiction  came 
up  a  couple  of  years  ago.  They  wrote  letters  to  Members  of  Con- 
gress, urging  them  to  reauthorize  the  CFTC,  and  not  strip  us  of  any 
of  our  responsibilities.  So  I  think  that  they  are  quite  happy  that  it 
has  been  done. 

Mr.  Skeen.  Where  are  you  now  in  the  promulgation  of  the  rules 
that  were  required  by  the  reauthorization? 

Dr.  Albrecht.  We  are  making  very  good  progress.  There  are  21 
rules  or  studies  mandated  by  the  Act.  Most  of  those  rules  have  to 
be  put  in  place  by  the  end  of  this  year.  For  some,  there  is  a  180  day 
deadline.  For  some,  270  days.  And  for  some,  a  year.  And  for  some, 
a  little  bit  longer.  We  are  on  schedule. 

I  think  that  we  will  make  the  schedule  on  every  one  of  those.  We 
have  already  done  some  final  rules.  We  have  got  quite  a  few  more 
out  for  comment.  We  have  got  dual  trading  out  for  comment.  We 
have  got  floor  trader  registration  out  for  comment.  The  board  of 
governors  is  out  for  comment.  We  have  done  a  final  rulemaking  on 
swaps  and  hybrids. 

Mr.  Skeen.  You  are  working  the  list? 

Dr.  Albrecht.  We  are  working  the  list;  yes,  sir. 

Mr.  Skeen.  Thank  you  for  your  responses,  Mr.  Albrecht. 

Dr.  Albrecht.  Thank  you. 

Mr.  Skeen.  Thank  you,  Mr.  Chairman. 

Mr.  DuRBiN.  Mr.  Thornton. 

Mr.  Thornton.  Thank  you,  Mr.  Chairman. 

setting  priorities 

Mr.  Albrecht,  I  appreciate  your  testimony.  I  would  like  to  g:o  into 
the  question  of  how  to  handle  cuts,  and  the  setting  of  priorities  in- 
volved. And  of  course,  cuts  are  always  painful.  Before  returning  to 
the  Congress,  when  I  accepted  the  job  as  president  of  the  Universi- 
ty of  Arkansas  system,  we  had  already  in  place  a  budget  made 
upon  projected  revenues  from  the  state. 

Arkansas  has  a  provision  which  requires  that  if  the  money  does 
not  come  in,  then  it  is  not  spent.  So  in  the  middle  of  the  year,  we 
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were  given  notice  of  a  4  percent  reduction,  $8  million,  to  be  re- 
moved from  the  university's  budget. 

You  point  out  that  one  way  to  do  it  is  to  cut  back  on  everything 
we  do.  At  the  University  of  Arkansas,  we  did  not  choose  to  do  that. 
We  chose  to  eliminate  a  million  dollars  in  the  administrative  of- 
fices of  the  university. 

For  a  brief  time,  I  served  as  president  of  the  university  and  as 
chancellor  of  the  Fayetteville  campus  and  of  our  1890  land  grant 
campus  at  Pine  Bluff.  That  was  a  little  bit  sticky,  being  both  presi- 
dent and  chief  operating  campus  officer  of  two  of  the  campuses. 

We  eliminated  a  number  of  personnel,  not  only  on  the  adminis- 
trative side  of  the  university,  but  also  in  public  relations  and  com- 
munity services.  We  saved  nearly  $2  million  by  eliminating  dupli- 
cate programs  that  were  in  place  and  being  offered  by  the  same  cam- 
puses. And  we  consolidated  those  programs  and  made  an  adjust- 
ment, to  try  to  continue  to  deliver  services.  But  to  make  significant 
changes,  we  did  not  address  the  problem  by  eliminating  faculty, 
but  rather  support  services  of  the  university,  trjring  to  keep  the 
sinew  strong. 

We  even  did  the  unheard-of  thing  and  transferred  a  million  dol- 
lars from  the  athletic  department  to  the  academic  department. 

We  closed  wards  in  our  medical  sciences  campus.  That  was  re- 
grettable, in  that  that  campus  provides  most  of  the  indigent  health 
care  for  people  in  much  of  Arkansas.  And  yet  in  order  to  avoid 
interfering  with  teaching  and  research,  and  keeping  the  wards 
large  enough  to  protect  their  clinical  value,  we  still  recognized  that 
we  had  to  close  down  some  of  those  things. 

We  made  some  selective,  very  specific  priority  decisions  as  to 
what  we  should  cut.  I  am  not  going  to  ask  you  to  give  me  a  list 
today  of  the  priorities  that  you  would  set.  But  I  surely  hope  that 
you  have  working  somewhere  in  your  offices  a  set  of  priorities  with 
a  selection  of  items  that  might  need  to  be  cut  to  make  the  budget, 
rather  than  just  letting  this  weigh  heavily  on  the  entire  regulatory 
apparatus  of  the  commission. 

Are  you  doing  so? 

Dr.  Albrecht.  I  appreciate  those  comments  very  much,  sir.  And 
yes,  we  are.  By  way  of  bacl^roimd,  I  spent  most  of  my  life  in  an 
academic  community. 

Mr.  Thornton.  You  know  what  I  am  talking  about. 

Dr.  Albrecht.  At  the  University  of  Iowa,  we  had  a  3  percent  cut  I 
think  rather  than  4  percent  in  the  middle  of  the  year,  and  we  did  pretty 
much  of  the  same  thing. 

At  the  CFTC,  we  have  met  on  this  subject  several  times.  I  have 
met  with  staff  and  representatives  of  the  other  Commissioners. 
When  this  first  came  up,  we  had  a  briefing.  We  have  to  be  a  little 
bit  careful,  because  of  the  sunshine  laws,  as  to  what  we  can  do.  We 
had  a  briefing,  at  which  we  had  each  division  director  conie  in  and 
talk  about  hS  or  her  progrsmi,  and  try  to  outline  areas  in  which 
things  could  be  saved,  ways  in  which  money  could  be  saved. 

And  the  commitment  that  we  all  made  was  that  we  would  main- 
tain strong  enforcement.  We  did  not  want  to  withdraw  people  from 
enforcement.  We  wanted  to  maintain  our  operating  programs, 
much  in  the  way  that  you  wanted  to  maintain  faculty.  These  in- 
clude the  enforcement,  surveillance,   and  contract  market  pro- 
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grams,  contract  market  designation,  and  review  of  rules,  which  are 
the  guts  of  the  CFTC.  We  tried  to  curtail  administrative  services 
where  possible  and  to  look  at  ways  of  restructuring  a  few  things. 

And  I  do  believe  that  it  would  be  possible  for  us  to  consider  ways 
in  which  more  of  the  registration  function,  for  example,  could  be 
handled  by  the  NFA,  which  already  handles  a  great  deal  of  it.  And 
there  are  a  couple  of  other  things  that  are  under  consideration. 

I  think  that  we  can  ask  our  SROs  to  do  a  few  more  things,  as 
long  as  we  maintain  oversight  of  them.  We  would  not  be  shirking 
our  responsibilities,  but  we  would  just  ask  them  to  do  a  little  bit 
more. 

COMMUNICATION  AND  EDUCATION  SERVICES 

Mr.  Thornton.  Internally,  public  relations,  do  you  have  many 
people  involved? 

Dr.  Albrecht.  We  have  something  that  is  called  the  Office  of 
Communication  and  Eklucation  Services.  We  do  have  a  person  who 
deals  with  the  press.  We  do  have  several  people  who  prepare  and 
edit  the  documents  that  the  CFTC  publishes.  We  have  periodic  and 
special  reports  that  go  out.  We  have  annual  reports.  We  have  some 
materigds  that  we  disseminate  to  educate  people  rather  th£ui  do  PR 
for  the  Commission.  I  do  not  think  that  we  devote  very  many  rea- 
sons to  "public  relations." 

Mr.  Thornton.  There  is  a  fine  line  between  educating  the  people 
and  public  relations. 

Dr.  Albrecht.  That  is  right.  And  we  have  vacancies  there  that 
have  not  been  filled,  and  probably  will  not  be  filled.  We  are  explor- 
ing possibilities— even  though  you  asked  me  not  to  talk  about 
these,  perhaps  I  will  mention  one.  In  the  surveillance  area,  I  think 
that  we  can  find  ways  to  economize.  If  we  can  get  our  computer 
upgrade,  we  can  do  more  of  our  surveillance  electronically. 

Mr.  Thornton.  I  guess  my  question  really  turns  towards  a  pro- 
jection of  a  future  question. 

Dr.  Albrecht.  Right. 

Mr.  Thornton.  I  realize  that  in  making  decisions  like  this,  that 
you  need  to  carefully  weigh  them.  You  have  to  take  a  lot  of  factors 
into  consideration.  And  then  you  have  to  announce  a  plan  or  a 
strategy. 

Dr.  Albrecht.  Right. 

Mr.  Thornton.  What  I  y/ant  to  say  is  that  in  a  future  hearing,  I 
want  to  hear  what  the  strategy  was,  and  see  some  illustration  that 
choices  were  made.  I  hope  that  you  will  keep  that  in  mind. 

Dr.  Albrecht.  I  will  certainly  keep  that  in  mind.  We  are  under 
the  assumption  that  we  will  be  down  to  520  people  within  a  few 
years,  and  we  are  developing  a  strategy  to  deal  with  that. 

Mr.  Thornton.  Thank  you  very  much,  sir. 

Mr.  DuRBiN.  Mr.  Peterson. 

Mr.  Peterson.  Thank  you,  Mr.  Chairman. 

In  kind  of  a  continuation  of  this  questioning,  the  administration 
has  announced  some  rather  severe  plans  for  streamlining  the  gov- 
ernment. 
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FINANCIAL  SERVICES  REGULATION 

In  that  role,  have  you  been  tasked  to  come  up  with  any  macro 
schemes  to  either  make  yourself  more  efficient,  or  as  has  been  rec- 
ommended by  some  of  your  colleagues  in  the  industry,  to  merge 
your  agency  vsdth  the  SEC  into  a  single  agency. 

Dr.  Albrecht.  We  have  not  been  directed  by  the  administration 
to  consider  this  issue.  I  think  that  the  issue  of  how  many  regula- 
tors there  should  be,  and  what  those  regulators  should  be  doing,  is 
an  issue  that  is  always  on  many  people's  minds.  It  certainly  is 
always  on  my  mind.  I  have  spoken  about  that  issue  on  several  occa- 
sions. 

I  believe  that  it  would  be  very  beneficial  for  there  to  be  a  serious 
consideration  of  the  whole  question  of  the  regulation  of  the  finan- 
cial services  industry.  Now  this  is  me  speaking,  I  have  not  gotten 
the  blessing  from  my  colleagues  to  say  this.  What  I  have  said  previ- 
ously is  a  commission  position.  But  I  would  not  think  that  they 
would  disagree  with  me. 

The  world  has  changed  a  lot  since  the  SEC  was  created.  The 
world  has  changed  a  lot  in  the  twenty  years  since  the  CFTC  was 
created.  Technology  has  changed,  both  trading  technology  and  reg- 
ulatory technology.  The  internationalization  and  competitiveness  of 
the  industry  have  changed.  The  types  of  customers  that  we  serve 
have  changed.  They  are  much  more  institutional.  Futures  ex- 
changes act  much  more  as  wholesalers  than  the  retailers  they  used 
to  be. 

Surely,  the  regulatory  scheme  that  was  established  20  years  ago 
is  not  the  right  one,  in  neither  what  we  do  or  how  we  put  it  togeth- 
er. And  I  would  hope  that  the  President,  or  Congress,  or  somebody 
would  put  some  resources  into  examining  the  issue.  How  it  would 
come  out,  I  do  not  have  any  idea.  But  I  think  that  it  should  be 
done. 

Mr.  Peterson.  And  do  you  think  that  would  be  addressed  in  the 
streamlining  process,  or  is  there  going  to  have  to  be  another  vehi- 
cle to  proceed  in  that? 

Dr.  Albrecht.  I  think  that  it  is  very  difficult  for  the  CFTC,  the 
commissioners  and  the  CFTC,  to  do  anjrthing  but  do  the  best  that 
they  can  do  in  running  the  CFTC  and  perhaps  make  suggestions  as 
to  how  things  should  be  done.  So  the  strategic  planning  that  I  am 
talking  about  one,  assumes  that  there  is  going  to  be  a  CFTC;  and 
two,  assumes  that  we  are  going  to  have  reduced  resources. 

TRANSACTION  FEE 

Mr.  Peterson.  In  another  area,  the  administration  has  also  made 
recommendations  on  a  fee  for  service,  so  to  speak. 

Have  you  addressed  that,  and  how  do  you  think  that  would 
either  complicate  your  life  or  would  the  collection  process  actually 
cost  more  than  the  actual  collection? 

Dr.  Albrecht.  You  are  talking  about  the  transaction  fee  now? 

Mr.  Peterson.  Yes,  the  transaction  fee. 

Dr.  Albrecht.  Yes,  sir.  I  think  that  it  could  be  collected.  I  do  not 
have  any  problems  with  the  idea  that  some  government  agency,  I 
do  not  know  that  it  should  be  us  or  would  be  us,  would  collect  this 
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money.  I  assume  that  it  would  be  the  IRS,  or  Treasury,  or  some- 
body. I  do  not  know  what  the  impact  of  that  would  be. 

The  current  plan  is  not  to  fund  the  CFTC  through  that  fee.  The 
budget  documents  that  I  have  seen  claim  this  tax  would  raise  $55 
million.  Our  proposed  budget  is  $47.5  million. 

I  think  that  it  would  have  some  negative  impact  on  the  industry. 
I  do  not  know  how  big  that  negative  impact  would  be.  It  would  be 
very  hard  to  determine.  In  any  one  year,  what  goes  on  in  the  in- 
dustry is  a  function  of  market  volatility,  a  function  of  over  the 
counter  competition,  a  function  of  foreign  competition,  and  a  func- 
tion of  the  other  costs  that  regulators  impose  or  take  off  the  mar- 
kets. 

Mr.  Peterson.  Over  the  counter  exchanges  obviously  have  grown 
significantly,  which  is  largely  unregulated  as  I  understand. 

So  would  you  think  that  just  that  little  bit  of  a  transaction  fee,  is 
something  large  enough  to  push  some  of  the  market  over  toward 
the  over  the  counter  arena? 

Dr.  Albrecht.  I  really  do  not  know,  sir.  I  think  that  it  would 
have  differential  effects  in  different  markets.  In  financial  markets, 
it  might  have  a  larger  effect  than  in  agricultural  markets.  I  believe 
that  the  exchanges  have  pointed  that  out  in  their  discussion  of  this. 
They  believe  that  it  would  negatively  impact  the  viability  of  those 
markets. 

On  the  one  hand,  these  markets  have  grown  dramatically  in 
recent  years.  On  the  other  hand,  what  I  think  we  have  is  a  market 
that  because  of  competition  is  a  high  volume  and  low  profit  indus- 
try, where  it  used  to  be  a  low  volume  and  high  profit  industry. 
Profit  margins  are  thin,  and  the  fee  will  have  an  impact. 

Mr.  Peterson.  Those  are  all  of  the  questions  that  I  have,  Mr. 
Chairman.  Thank  you  very  much.  I  appreciate  it. 

Mr.  DuRBiN.  Mr.  Smith. 

Mr.  Smith.  As  you  said,  in  this  industry,  the  opportunity  for 
skimming  and  manipulation  is  much  greater  than  it  is  in  the  stock 
market.  Despite  that  fact,  it  was  forty  years  after  SEC  was  set 
up  before  we  got  the  CFTC.  And  I  happen  to  have  been  the  author 
of  it,  so  I  know  how  hard  it  was  to  get  it  at  all. 

The  industry  vigorously  resisted  the  protection  that  farmers  and 
elevators  needed  and  still  need,  as  far  as  that  is  concerned.  They 
resisted  it  to  the  point  that  Congress  knocked  out  the  prohibition 
on  dual  trading  and  limitations  on  the  use  of  insider  information, 
two  very  key  things  that  the  SEC  has  as  protection  for  the  public. 
Without  that  protection,  you  have  to  try  to  supplement  with 
people. 

When  the  CFTC  was  set  up  in  1976,  nobody  was  appointed  to  the 
Commission  for  a  whole  year  and  then  we  were  a  long  time  getting 
computerized  down  there.  It  really  has  been  a  disappointment  to 
me,  this  twenty  years.  Not  completely  because  of  the  Commission, 
but  because  of  the  way  that  we  have  been  unable  to  protect  farm- 
ers and  elevators. 

And  your  volume  has  just  sk5rrocketed. 

What  is  your  volume  today? 
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FUTURES  TRADING  VOLUME 


Dr.  Albrecht.  The  total  volume  last  year  of  futures  and  options 
was  approximately  350  million  contracts  on  the  U.S.  exchanges. 

Mr.  Smith.  How  many  dollars? 

Dr.  Albrecht.  I  do  not  know  what  the  dollar  value  of  that  is.  It 
is  a  little  bit  difficult  to  figure  that  out.  You  would  have  to  do  it 
contract  by  contract.  It  is  the  value  of  the  underlying  instrument. 

Mr.  Smith.  The  dollar  volume  is  far  more  than  SEC's,  far  more 
than  SEC's.  I  held  an  SEC  hearing  yesterday  and  they  have  pro- 
posed a  huge  funding  increase  again.  It  is  proposed  that  $70  million 
of  the  new  tax  go  to  the  SEC.  Not  to  the  Treasury,  but  to  the  SEC. 

sting  operation 

This  industry,  the  exchanges  or  the  boards  of  trade,  have  always 
said  there  is  no  problem  here,  no  problem.  It  took  an  FBI  sting,  to 
identify  some  of  the  problems.  I  do  not  know  how  many  people 
were  prosecuted. 

How  many  people  were  indicted? 

Dr.  Albrecht.  There  were  48  people  indicted. 

Mr.  Smith.  There  were  48  people  indicted.  The  industry  was  still 
denying  up  to  the  last  minute  that  there  was  any  problem  at  all. 
And  then  we  finally  just  last  year  got  some  protection  against  the 
abuses  of  dual  trading.  We  still  do  not  have  the  protection  that  we 
need  on  insider  trading. 

There  is  a  huge  job  to  be  done  here,  that  I  think  is  not  yet  being 
done.  I  do  not  know  just  how  to  get  at  it — to  do  it.  But  I  think  that 
at  this  point,  there  might  be  some  reason  to  believe  that  with  these 
responsibilities  that  you  ought  to  be  a  division  of  the  SEC.  They 
have  the  resources,  five  or  six  times  as  many  resources  as  the 
CFTC.  They  have  quadrupled  their  budget  in  the  last  eight  or  so 
years.  They  seem  to  have  the  resources,  and  people  do  not  resist 
letting  them  do  what  they  need  to  do. 

I  think  that  the  commodity  trading  and  the  futures  contracts 
ought  to  be  under  the  same  rules  that  SEC  has,  so  that  they  can 
really  be  enforced.  That  is  the  way  that  it  ought  to  be  done. 

I  do  not  understand  what  is  going  on  when  the  administration 
proposes  big  incre£ises  in  the  SEC's  budget  and  at  the  same  time 
reductions  in  yours. 

Dr.  Albrecht.  I  do  not,  either. 

Mr.  Smith.  You  just  got  your  budget  back  from  OMB  in  the  last 
few  days? 

Dr.  Albrecht.  Well,  we  have  had  it  longer  than  that.  In  Febru- 
ary, I  believe  we  got  it. 

Mr.  Smith.  Something  has  got  to  be  done.  Because  we  are  going 
to  have  protection  for  the  elevators  and  the  farmers  in  this  country 
one  way  or  another. 

NUMBER  OF  CONTRACTS 

How  many  contracts  are  you  trading  now? 

Dr.  Albrecht.  As  of  a  week  or  two  ago,  there  were  a  hundred 
futures  contracts  and  64  options  contracts  trading. 
Mr.  Smith.  How  many  contract  markets  are  there? 
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Dr.  Albrecht.  There  are  ten  active  futures  exchanges  in  the  U.S. 
today.  Sometimes  you  count  11,  if  you  include  the  Philadelphia 
Board  of  Trade,  which  has  almost  no  volume. 

DUAL  TRADING  BAN 

Mr.  Smith.  With  regard  to  the  dual  trading  ban,  it  exempts  those 
contract  markets  with  an  average  daily  trading  volume  of  less  than 
8000  contracts.  I  think  that  you  ought  to  exempt  some  of  the  small- 
er ones,  but  how  many  are  going  to  be  exempt  under  this  provi- 
sion? 

Dr.  Albrecht.  The  dual  trading  ban  will  apply  to,  we  believe,  25 
contracts  on  five  exchanges. 

Mr.  Smith.  Out  of  a  total  of  166  or  something  like  that? 

Dr.  Albrecht.  That  is  right. 

Mr.  Smith.  Then  you  have  an  additional  exemption  for  those 
who  have  the  capability  of  detecting  dual  trading  abuses. 

How  many  contracts  would  qualify  for  an  exemption  under  this 
provision? 

Dr.  Albrecht.  Well,  we  do  not  know.  That  will  be  an  exchange 
by  exchange  consideration.  We  have  proposed  the  dual  trading 
rule.  It  will  be  acted  on,  I  anticipate,  sometime  before  too  long.  I 
think  that  our  deadline  for  completing  it  is  in  late  July.  It  is  in 
late  July.  So  we  fully  anticipate  having  that  rule  effective  in  late 
July.  That  then  gives  the  exchanges  a  certedn  period  in  which  to 
come  in  and  request  exemptions,  and  demonstrate  that  they  de- 
serve the  exemptions.  And  then  we  will  just  have  to  review  each 
one  of  those. 

Mr.  Smith.  So  you  do  not  know  the  answer  to  that  yet? 

Dr.  Albrecht.  No. 

INCREASED  TRADING  HOURS 

Mr.  Smith.  What  about  the  proposal  for  increasing  the  trading 
hours  by  one  and  a  half  on  the  front  and  one  and  a  half  on  the 
back? 

Dr.  Albrecht.  There  have  been  a  lot  of  those  proposals  that  have 
come  in  and  out.  And  we  have  approved  some  of  those. 

Mr.  Smith.  I  think  that  they  are  going  to  have  to  do  it  in  order 
to  compete  with  some  of  the  other  overseas  markets. 

Now  what  will  that  do  for  your  demands  for  resources? 

Dr.  Albrecht.  It  probably  will  not  have  much  of  an  impact.  It 
will  mean  that  most  people  will  have  to  be  on  duty  a  little  bit  earli- 
er or  later  in  the  day. 

Mr.  Smith.  I  see.  But  you  still  do  most  of  your  work  at  the  end  of 
the  day? 

Dr.  Albrecht.  Yes. 

Mr.  Smith.  Well,  I  just  do  not  know  what  to  think  about  the 
future  of  this  agency.  You  know,  I  knew  that  we  needed  some  pro- 
tection for  farmers  and  elevators.  There  was  not  any  question 
about  it.  And  finally,  it  took  a  sting  by  the  FBI  to  prove  what  was 
going  on  in  the  trading  pits.  It  is  pretty  obvious  that  the  exchanges 
resisted  and  still  resist  a  change  to  electronic  trading.  Some  form 
of  electronically  matched  trading  could  have  been  inaugurated 
here  20  years  ago.  We  studied  it  in  the  Small  Business  Committee 
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and  we  had  some  people  on  a  contract  basis  that  proved  15  years 
ago  that  it  was  available  at  that  time. 

But  the  exchanges  did  not  want  to  change  the  floor  trading 
system.  They  wanted  to  get  down  there  and  have  the  opportunity 
to  skim.  That  is  what  they  want  to  do  in  the  pit.  And  something 
has  got  to  be  done. 

I  am  at  the  point  now  of  thinking  that  maybe  we  ought  to  turn 
over  the  whole  operation  to  the  SEC  and  make  the  CFTC  a  division 
of  the  SEC,  with  their  authority  and  ability  that  they  have  to  do 
something  about  it. 

Some  of  the  people  that  resisted  meaningful  regulation  would  get 
a  lesson  if  they  were  under  the  SEC's  regulation  for  awhile,  where 
they  have  broader  authority. 

I  know  that  you  are  not  in  a  position  to  say  whether  or  not  you 
ought  to  be  a  division  of  the  SEC.  But  I  think  that  the  conmiod- 
ities,  I  am  talking  about  physical  commodities  now,  ought  to  be  a 
separate  division.  They  should  not  be  in  with  the  others.  But  at  least 
that  ought  to  be  looked  at  very  seriously. 

I  do  not  have  anything  else.  Thank  you. 

Mr.  DuRBiN.  Thank  you,  Mr.  Smith. 

A  member  of  this  Subcommittee,  Mr.  Myers  has  questions  he 
would  like  answered  for  the  record. 

Mr.  Albrecht,  thanks  for  joining  us.  We  will  be  working  on  the 
appropriation.  Once  we  have  received  the  budget  message  from  the 
administration,  we  will  be  back  in  touch  with  your  agency  on  de- 
tails. 

Dr.  Albrecht.  Thank  you  very  much. 

Mr.  DuRBiN.  Thank  you. 

[The  questions  and  responses  follow:] 

OPTIONS  PILOT  PROGRAM 

Mr.  Myers.  Please  update  the  subcommittee  on  the  pilot  federal  prc^am  using 
option  contracts  for  income  and  price  supports. 

Response.  This  program  was  established  by  the  1990  Farm  Bill.  The  U.S.  Depart- 
ment of  Agriculture  is  responsible  for  its  administration.  It  is  being  offered  to  pro- 
ducers as  an  introduction  to  the  use  of  option  contracts  as  a  means  of  income  and 
price  supj)ort.  CFTC  has  attended  several  planning  sessions  and  otherwise  made 
itself  available  to  the  USDA  to  furnish  information  on  exchange  option  trading.  We 
understand  that  the  program  is  moving  rapidly  into  the  implementation  phase.  Pur- 
chases of  wheat  options  in  connection  with  the  program  must  be  completed  by  May 
15,  and  com  options  must  be  completed  by  June  15. 

INDIANA  OPTIONS  PILOT  PROGRAM 

Mr.  Myers.  Which  Indiana  counties  are  eligible  for  the  pilot  federal  program? 
How  many  other  states  are  involved?  How  were  those  Indiana  counties  chosen? 

Response.  Indiana  com  producers  in  Clinton,  CarroU,  and  Tippecanoe  counties 
are  eligible  for  the  program.  In  addition,  com  producers  in  three  Iowa  counties  and 
com,  soybeans,  and  wheat  producers  in  three  Illinois  counties  are  eligible.  Because 
USDA  administers  the  program,  it  selected  the  counties. 

PILOT  PROGRAM  EUGIBIUTY 

Mr.  Myers.  How  will  CFTC  determine  which  growers  in  Indiana  can  participate 
in  the  pilot  program? 

Response.  CFTC  does  not  determine  producer  eligibility.  Eligibility  requirements, 
as  outlined  by  the  USDA,  require  producer  participation  in  their  annual  acreage  re- 
duction program  for  the  particulsu*  commodity.  Prc^am  participation  is  being  treat- 
ed as  an  alternative  to  either  deficiency  pajonents  or  loan  program  price  protection. 
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WILLIAM  P.  ALBRECHT 


William  P.  Albrecht  was  elected  Acting  Chairman  of  the 
Commodity  Futures  Trading  Commission  on  January  22,  1993. 
Dr.  Albrecht,  from  Iowa  City,  Iowa,  was  born  in  Pittsburgh, 
Pennsylvania  in  1935.   He  has  served  as  a  Commissioner  on  the 
Commodity  Futures  Trading  Commission  since  November  1988.   During 
his  tenure  as  Commissioner,  he  has  represented  the  Commission  on 
the  Technical  Committee  of  the  International  Organization  of 
Securities  Commissions  and  chaired  the  Commission's  Financial 
Products  Advisory  Committee. 

Before  joining  the  Commission,  Dr.  Albrecht  spent  over  20 
years  on  the  faculty  of  the  University  of  Iowa.   At  the  time  of 
his  appointment  to  the  CFTC,  he  was  Professor  of  Economics  and 
Associate  Dean  for  External  Programs  in  the  University's  College 
of  Business  Administration.   He  had  previously  served  as 
Associate  Dean  for  Undergraduate  Programs  as  well  as  in  other 
positions . 

In  1974,  he  worked  as  a  legislative  assistant  for  Senator 
Dick  Clark.   He  was  a  visiting  professor  at  the  University  of  the 
Andes,  in  Merida,  Venezuela,  in  1986. 

Dr.  Albrecht  is  the  author  of  numerous  scholarly  articles, 
published  in  professional  journals,  and  of  several  books,  such  as 
Economics.  Macroeconomic  Principles  and  Microeconomic  Principles. 
His  professional  research  has  included  economic  regulation  and 
welfare  programs. 

Dr.  Albrecht  holds  a  PH.D  in  economics  from  Yale  University, 
two  Master  of  Arts  degrees,  from  the  University  of  South  Carolina 
and  Yale  University,  and  a  Bachelor  of  Arts  degree  in  philosophy 
from  Princeton  University. 


387 

DONALD  L.  TENDICK 


Donald  L.  Tendick  is  Deputy  Executive  Director  of  the 
Commodity  Futures  Trading  Commission. 

Mr.  Tendick  has  been  involved  with  the  commodity  industry 
regulation  since  1964.   A  native  of  rural  central  Illinois,  he 
received  his  bachelor  of  Science  degree  in  Agricultural 
Industries  in  1964  from  the  University  of  Illinois,  and  eaimed 
his  Masters  of  Business  Administration  degree  in  business 
economics  from  the  University  of  Chicago  in  1972. 

He  joined  the  staff  of  the  Commodity  Exchange  Authority, 
predecessor  of  the  CFTC,  following  his  graduation  from  the 
University  of  Illinois  in  1964.   He  served  for  two  years  as  an 
investigator  for  the  CEA  in  Chicago  before  working  in  the  office 
of  the  Assistant  Administrator  of  its  Washington  Headquarters  for 
four  years . 

In  1970,  Mr.  Tendick  returned  to  Chicago  as  Deputy  Regional 
Director  of  the  CEA' s  Central  Region.   In  that  position,  he  was 
responsible  for  market  surveillance,  market  analysis,  data 
processing  and  administration.   He  remained  in  that  position 
after  the  CFTC  succeeded  the  CEA  until  August  of  1976,  when  he 
returned  to  Washington  as  Special  Assistant  to  the  Executive 
Director,  and  then  Deputy  Executive  Director. 

Mr.  Tendick  is  a  charter  member  of  the  Senior  Executive 
Service.   He  is  also  a  member  of  the  Executive  Committee  of  the 
Small  Agency  Council,  an  organization  of  management  officials  of 
Small  Federal  Agencies. 

Mr.  and  Mrs.  Tendick  and  their  daughter  reside  in  Vienna, 
Virginia. 
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MADGE  A.  BOLINGER 


Madge  Bolinger  ha8  served  as  the  Director  of  the  Office  of 
Budget  and  Fiscal  Operations  since  June,  1987.   For  two  years 
prior  to  her  appointment  she  served  in  the  capacity  of  Budget 
Officer  for  the  Commission  as  well  as  Deputy  Director  of  the 
Office  of  Budget  and  Fiscal  Operations. 

A  native  of  Massachusetts,  Ms.  Bolinger  began  her  Federal 
Career  with  the  Commodity  Futures  Trading  Commission  in  1976 
following  receipt  of  a  Bachelor  of  Science  degree  from  Miami 
University.  Prior  to  her  appointment  as  the  Budget  Officer, 
Ms.  Bolinger  held  positions  in  budget  and  program  analysis  as 
well  as  ADP  operations.  She  currently  resides  in  Arlington, 
Virginia. 
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AND  RELATED  AGENCIES 

MARCH  25,  1993 


Mr.  Chairman  and  Members  of  the  Subcommittee: 

I  appreciate  the  opportunity  to  discuss  with  you  the  Commission's  fiscal  year 
1994  budget  request.  Accompanying  me  today  are  Ewen  Wilson,  Executive  Director  and 
Madge  Bolinger,  Budget  Director  for  the  CFTC. 

CFTCS  BUDGET  REQUEST 

As  you  know,  the  President's  FY  1994  budget  request  for  the  CFTC  is  $47,485,000 
and  a  staff  ceiling  of  554.   This  budget  figure  is  $185,000,  or  four-tenths  of  one  percent 
more  than  the  $47J  million  appropriated  for  the  agency  in  FY  1993.   In  my  statement 
today  I  would  like  to  provide  you  with  a  perspective  of  what  this  budget  figure  means  for 
the  Commission.  The  comments  which  follow  are  offered  in  the  knowledge  that  the 
President  is  serious  about  making  budget  cuts  which  address  the  problem  of  the  federal 
deficit.   I  fully  support  efforts  to  get  our  deficit  under  control,  but  as  Acting  Chairman 
of  the  Commission,  I  want  this  Committee  to  clearly  understand  the  choices,  and  the 
tradeoffs  that  must  be  made  in  funding  our  agency  at  the  level  requested. 

Let  me  make  three  points. 

First,  the  proposed  budget  authority  of  $47,485,000  would  support  only  500  FTEs 
based  on  the  current  services  budget.   A  higher  FTE  number  could  be  supported  if  cuts 
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are  made  in  the  discretionary,  non-personnel  portion  of  our  budget.   Drastic  cuts 

conceivably  could  yield  enough  to  support  554  FTEs,  but  at  a  significant  cost  to  ongoing 

support  services  and  operating  budgets,  and  impairment  of  regulatoiy  programs. 

Second,  in  the  current  fiscal  year  the  Commission  already  has  made  severe  cuts 
in  the  discretionary  portion  of  its  budget  to  avoid  furloughs  and  reductions-in-force 
which  otherwise  would  have  been  necessary  because  the  CFTC  FY  1993  appropriation 
was  frozen  at  $47.3  miHion,  identical  to  the  figure  we  received  in  FY  1992.  We  had  to 
absorb  cost  of  living  increases  and  inflation  in  rents  and  overheads,  but  a  combination 
of  strict  cost  controls,  program  deferrals,  and  a  hiring  freeze  have  enabled  us  to  support 
current  staff  levels.     For  example  we  cut  our  budget  for  travel  and  training  by  20 
percent;  we  eliminated  paid  parking  for  ail  Commissioners  and  senior  staff;  we  zeroed 
out  employee  awards  and  bonuses;  we  cut  back  sharply  on  the  use  of  Lexis/Nexis  for 
legal  research;  we  deferred  a  planned  upgrade  of  our  mainframe  computer  until  FY 
1994;  and  we  eliminated  the  use  of  a  paid  transcription  service  for  Commission  advisory 
meetings.   Commissioners  now  prepare  their  own  minutes  of  these  meetings  from  tape 
recordings.   As  a  result  of  these  savings  we  have  avoided  painful  personnel  cuts  or 
furloughs. 

Third,  prior  to  the  FY  1993  appropriation,  the  Commission  experienced  a  period 
of  increased  staffing  (from  510  FTE  in  FY  1988  to  592  FTE  in  FY  1992)  as  a  result  of 
Congress's  desire  to  strengthen  regulatory  oversight  because  of  perceived  market  abuses, 
and  in  anticipation  of  the  1992  Futures  Trading  Practices  Act.   OMB  concurred  at  the 
time,  recommending  to  Congress  an  FY  1993  budget  of  $52.8  million  and  616  FTEs. 
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Today  with  employee  numbers  down  to  574  and  a  continuing  hiring  freeze  the 
Commission  faces  a  heavier  work  burden  as  a  result  of  the  1992  legislation  and  added 
responsibilities.  We  are  doing  more  with  less,  but  at  some  point  we  will  have  to  cut  into 
our  programs. 

As  you  know,  Mr.  Chairman,  the  Commodity  Futures  Trading  Commission  is 
responsible  for  ensuring  the  integrity  of  the  futures  and  options  markets,  protecting 
customers  from  trading  abuses  and  fraudulent  practices,  and  monitoring  the  markets  to 
detect  and  prevent  price  distortions  and  market  manipulations. 

The  importance  of  futures  and  options  markets  is  clearly  demonstrated  by  their 
growth  from  170  million  contracts  traded  in  FY  1985  to  over  350  million  contracts  in  FY 
1992.  The  daily  dollar  value  of  contracts  traded  on  America's  futures  and  options 
exchanges  is  in  the  trillions.  The  extent  to  which  these  markets  are  used  as  a  price 
discoveiy  mechanism  and  an  important  financial  risk  shifting  tool  is  clearly 
demonstrated  by  these  figures. 

The  markets  have  become  an  integral  part  of  the  complex  global  economy  we  live 
in  today.   Only  when  markets  are  threatened,  for  example,  as  when  the  CBOT  was 
flooded  or  when  a  bomb  in  the  World  Trade  Center  jeopardized  the  operation  of  the 
New  York  exchanges  do  people  fully  comprehend  the  importance  of  these  markets.  A 
broker  in  New  York  described  it  aptly  when  he  said  that  operating  without  the  benefit  of 
futures  markets  "would  be  like  trying  to  drive  with  your  windshield  covered  by  ice  or 
snow." 
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Floods  and  bombs  are  a  dramatic  threat  to  markets,  but  the  integrity  of  the 

markets  themselves  is  no  less  important  to  their  continued  survival.   If  the  integrity  of 
any  of  these  markets  is  compromised,  the  participants  in  the  markets  will  turn 
elsewhere,  and  the  markets  will  wither.   Congress  understands  this.   Following  the  well- 
publicized  "sting"  operations  in  Chicago  and  New  York  markets  a  few  years  ago,  your 
colleagues  on  Capitol  Hill  proposed  tough  new  regulatoiy  standards.  Those  standards 
were  enacted  in  the  Futures  Trading  Practices  Act  of  1992,  signed  into  law  last  October. 
The  Commission  is  now  in  the  process  of  implementing  that  new  statute. 

Congress  also  recognized  that  the  Gnancial  world  is  changing  rapidly  and  has 
become  more  competitive  internationally.  The  1992  Act  gave  the  Commission  authority 
to  exempt  new  derivative  instruments  such  as  swaps  and  hybrids  from  the  Commodity 
Exchange  Act.  This  farsighted  legislation  provides  greater  legal  certainty  to  a  fast- 
growing  area  of  Gnancial  products,  and  enables  American  businesses  to  operate  in 
greater  comfort  that  they  will  not  be  sued  for  somehow  violating  the  law.  This  will  keep 
business  from  seeking  alternative  markets  overseas  and  help  preserve  the  pre-eminence 
of  U.S.  financial  markets. 

The  integrity  of  domestic  futures  and  options  exchanges  depends  on  a  strong, 
effective  enforcement  program,  investigating  and  prosecuting  fraud;  on  effective  market 
surveillance  to  prevent  price  manipulation;  and  on  effective  oversight  of  the  rules  of 
exchanges  and  self-regulatory  organizations. 

The  CFTC  does  a  good  job  in  this  regard,  but  clearly  if  our  budget  is  effectively 
frozen  for  the  third  consecutive  year  in  a  row,  we  will  be  forced  to  curtail  programs. 
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WAYS  TO  ADDRESS  BUDGET  CONiSTRAINTS 

The  CFTC  can  address  these  new  budget  constraints  in  one  of  two  ways.   It  can 

tiy  to  cut  back  some  on  everything  that  it  does.   Or  it  can  try  to  Gnd  ways  restructuring 

some  of  its  activities  or  shifting  some  of  them  to  SROs.  The  latter  course  is  clearly  the 

more  constructive  and  responsible  one. 

One  way  of  restructuring  activities  is  permit  Judgment  Officers  to  handle  some  of 
the  reparations  cases  currently  handled  by  ALJs.   Raising  the  maximum  size  of  a 
reparations  claim  that  a  JO  could  hear  from  $10,000  to  $20,000,  during  Fiscal  Years 
1991  and  1992  would  have  shifted  67  cases  to  the  judgment  officers.   By  shifting  these  67 
cases  a  net  savings  of  about  $100,000.00  could  be  obtained  by  replacing  the  ALJ  with  a 
Judgment  Officer  and  eliminating  the  law  clerk  and  legal  technician  positions,  as  well  as 
eliminating  travel  and  transcript  costs.   1  intend,  therefore,  to  direct  staff  to  propose 
new  rules  effecting  this  change.   I  also  intend  to  ask  for  proposed  rules  which  would 
provide  incentives  for  claimants  to  take  small  reparations  claims  to  NFA 
arbitration  rather  than  to  our  reparation  program. 

Other  functions  currently  performed  by  the  CFTC  which  could  be  shifted  to  the 
NFA  include  the  responsibility  for  statutory  disqualification  proceedings  and  the 
responsibility  for  reviewing  CTA  and  CPO  disclosure  documents.  We  have  begun 
discussion  of  these  possibilities. 
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mCHUGHTS  OF  1992 

The  Commission  has  been  involved  in  a  number  of  Important  activities  during 
the  past  year.  These  are  summarized  below: 

Reauthorization;  As  mentioned  earlier,  the  Futures  Trading  Practices  Act  of  1992 
was  signed  into  law  last  October  and  in  compliance  with  the  legislation  the  Commission 
has  already  published  final  rules  exempting  swap  transactions  and  hybrid  instruments. 
Also,  rules  have  been  proposed  in  the  areas  of  dual  trading,  registration  of  broker 
associations,  ethics  training  for  registrants  and  requiring  the  suspension  of  registration 
for  registrants  charged  with  felonies.  The  Act  also  requires  the  Commission  to  conduct 
a  number  of  studies.  Commission  staff  continues  to  work  diligently  to  meet  the 
remaining  deadlines  imposed  by  the  Act. 

Futures  and  Option  Contracts;   Fiscal  Year  1992  was  a  banner  year  for  the 
approval  of  futures  and  option  contracts.   Forty-two  contracts  were  approved  during  the 
fiscal  year.  Some  of  the  contracts  approved  by  the  Commission  are  very  innovative  and 
reflect  the  specialized  hedging  needs  of  market  participants.  For  example,  futures 
contracts  based  on  health  and  homeowners  insurance  represent  the  first  insurance 
futures  contracts  offering  the  insurance  industry  financial  instruments  to  manage  the 
risk  associated  with  underwriting  and  claims  on  certain  insurance  policies.   Also,  the 
approval  of  "clean  air"  futures,  based  on  the  sulfur  dioxide  emission  allowances  outlined 
in  the  Clean  Air  Act,  represents  a  market  based  solution  to  deal  with  an  environmental 
problem.   Also,  new  stock-index  futures  contracts  based  on  foreign  entities  provide 
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institutional  investors  with  additional  instruments  to  hedge  their  portfolios.  We 

anticipate  that  the  futures  exchanges  will  continue  to  submit  innovative  contract  market 

designation  applications  such  as  these  in  the  future. 

Excellence  2000;   One  of  the  m^jor  projects  that  Commission  staff  worked  on 
during  FY  1992  was  a  self-study  to  review  and  enhance  the  CFTC's  regulatory  and 
managerial  effectiveness.  This  project,  known  as  Excellence  2000,  was  proposed  by 
former  Chairman  Wendy  L,  Granun  and  was  launched  to  reexamine  Commission  rules 
and  regulations,  reduce  unnecessary  or  redundant  regulation,  and  implement 
improvements  in  the  CFTC's  regulatoiy  program. 

As  a  part  of  Excellence  2000,  the  Commission  also  solicited  comments  and 
suggestions  firom  exchanges  and  the  futures  brokerage  community  on  ways  to  simplify 
and  streamline  regulation  of  the  futures  industiy.   Staff  continues  to  review  and 
implement  many  of  the  recommendations  that  have  come  out  of  this  project. 

Enforcement  Activities;  As  part  of  the  Commission's  ongoing  investigation  of 
trading  abuses  at  New  York  exchanges,  in  April  1992,  the  Commission  filed  an  eight- 
count  administrative  complaint  alleging  fraud  in  the  handling  of  customer  orders  on  the 
trading  floor  of  the  Coffee,  Sugar  &  Cocoa  Exchange.  The  complaint  alleged  that  the 
respondents  engaged  in  fraud  and  other  trading  violations  in  connection  with  the 
execution  of  customer  orders.   Four  individuals  were  named  in  the  complaint. 


396 

8 

In  FY  1992,  five  individuals  were  sentenced  after  pleading  guilty  to  various  counts 
of  conspiracy  and  commodities  fraud.  Hie  sentences  included  two  to  three  years 
probation,  community  service  and  monetaiy  fines.  This  criminal  action  arose  from  the 
Commission's  joint  law  enforcement  effort  with  the  U.S.  Attorney's  office  in  the  Southern 
District  of  New  York  and  the  U.S.  Postal  Inspection  Service.  As  part  of  the  joint  effort, 
the  Commission  actively  assisted  the  U.S.  Attorney's  office  with  the  underlying  criminal 
investigation  in  all  five  of  these  cases. 

The  Commission  filed  fifteen  cases  against  firms  and/or  individuals  engaged  in 
telemarketing  fi^ud.  The  complaints  alleged  that  the  firms,  and  or  their  salespersons, 
made  false  and  deceptive  statements  and  failed  to  disclose  material  facts  in  connection 
with  the  solicitation  and  management  of  customer  accounts  in  connection  with  the  offor 
and  sale  of  illegal  off-exchange  instruments. 

Outreach:  While  continuing  to  investigate  trading  abuses  and  the  active  filing  of 
cases  the  Commission  also  embarked  on  the  development  of  an  outreach  program  on 
commodity  fraud.  The  mtyor  goal  of  this  program  is  education  and  determent. 
Seminars  on  this  subject  were  developed  and  held  in  seven  states  for  federal,  state,  local, 
and  other  law  enforcement  officials  and  the  media.   Subjects  covered  included 
Commission  enforcement  actions  and  fi^udulent  and  high-pressure  commodity  sales 
techniques.   Resources  permitting,  CFTC  enforcement  seminars  will  continue  to  be  held 
on  a  regular  basis. 
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Opinions/Operation  Backlog;   The  Commission's  Legal  Counsel  this  year 

addressed  itself  to  clearing  a  backlog  of  pending  matters,  principally  reparation  appeals. 

A  very  substantial  amount  of  staff  time  was  devoted  to  this  "Operation  Backlog"  effort, 

with  staff  members  who  normally  perform  other  tasks  being  temporarily  assigned  to 

draft  opinions.   This  highly  successful  initiative  means  that  in  the  upcoming  fiscal  year, 

appeals  may  be  assigned  to  staff  attorneys  for  analysis  promptly  after  being  briefed. 

International  Activities;   The  Commission  completed  several  international 
initiatives.   For  example,  the  CFTC  and  the  French  Commission  des  Operations  de 
Bourse  formally  exchanged  letters  implementing  provisions  of  a  1990  Mutual 
Recognition  Memorandum  of  Understanding  (MRMOU).  As  a  result  of  the  exchange  of 
letters,  U.S.  futures  commission  merchants  will  be  permitted  to  market  U.S.  exchange- 
traded  products  in  France,  and  French  futures  merchants  will  be  permitted  to  market 
French  exchange-traded  products  in  the  U.S. 

The  Commission  entered  into  Memoranda  of  Understanding  (MOU)  for 
cooperative  enforcement  assistance  and  for  financial  information  sharing  with  the 
Ontario  Securities  Commission  and  Quebec's  Commission  des  Valeurs  Mobilieres  du 
Quebec.  Among  other  things  the  MOUs  establish  a  framework  for  information  sharing 
and  for  providing  enforcement  assistance  regarding  investigations  of  fraud  and 
manipulation  in  the  offer  and  sale  of  domestic  and  foreign  futures  and  option  products, 
and  illegal  off-exchange  futures  and  option  products. 
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Screen-based  Trading:    I  am  happy  to  say  that  the  Commission  approved  and 

trading  began  on  Globex,  the  electronic  trading  system  joint  venture  of  the  Chicago 

Mercantile  Exchange,  the  Chicago  Board  of  Trade  and  Reuters  PLC,  en  June  25,  1992. 

Conceived  in  1987,  the  after-hours  trading  system,  with  terminals  located  in  Chicago 

and  New  York  and  planned  for  other  locations  like  Paris  and  London,  began  automated 

trading  in  futures  and  options  after  almost  Ave  years  of  planning.   Globex's  after-hours 

trading,  from  6:00  p.m.  to  6:00  a.m.  CST,  Sunday  through  Thursday,  is  designed  to  allow 

European  and  Far  Eastern  traders  to  buy  and  sell  contracts  in  the  U.S.  markets  during 

their  normal  business  hours,  when  the  CBT,  CME,  and  other  U.S.  exchanges  are  closed. 

Also  in  the  screen-based  trading  area  I  would  like  to  report  that  in  December  the 
Commission  approved  the  plans  of  the  New  York  Mercantile  Exchange  to  implement  its 
automated  ACCESS  system.   Testing  is  currently  in  process  on  this  system  and  the 
exchange  expects  to  go  operational  with  it  during  the  third  quarter  of  1993. 

THE  PRESIDENT'S  BUDGET  REQUEST  FOR  CFTC 

You  will  probably  note  that  the  President's  FY  1994  budget  request  contains  one 
proposal  that  was  not  part  of  the  CFTC's  submission.   This  is  the  proposed  imposition 
of  a  user  fee  on  each  round  turn  futures  and  option  transaction  which  would  generate 
over  $50  million  in  fiscal  year  1994.    I  would  like  to  point  out  that  similar  proposals 
have  been  made  by  the  President  in  previous  years  and  the  Commission  has  always 
stated  that  it  is  not  opposed  to  the  imposition  of  such  a  fee. 
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CONCLUSION 

Mr.  Chairman  and  members  of  the  Committee,  there  are  many  challenges  facing 
the  CFTC  today.   I  assure  you  that  the  Commissioners  and  the  CFTC  staff  are 
dedicated  to  meeting  these  challenges.  With  your  support  Mr.  Chairman,  and  the 
support  of  this  Committee,  I  believe  that  we  will  have  the  resources  to  successfully  fulfill 
eur  mandate  under  the  Commodity  Exchange  Act. 

Thank  you  Mr.  Chairman.   My  staff  and  I  would  be  pleased  to  answer  any 
questions  you  and  other  committee  members  may  have  about  our  request. 
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MISSION  STATEMENT 

The  Commodity  Futures  Trading  Commission  (CFTC)  administers 
the  Commodity  Exchange  Act,  as  amended,  7  U.S.C.  Section  1,  et 
seq.   The  mission  of  the  agency  is  to  regulate  and  oversee  the 
commodity  futures  industry  in  order  to  foster  an  open  and 
competitive  market  that  serves  the  economic  functions  of  risk 
shifting  and  price  discovery,  and  to  protect  the  public  and  the 
markets  from  price  manipulation  and  fraud. 

The  major  program  activities  of  the  Commission  are 
(1)  Agency  Direction;  (2)  Enforcement;  (3)  Market  Surveillance, 
Product  Development  and  Market  Analysis,  and  Research;  (4)  Market 
Review  and  Development;  (5)  Financial  and  Intermediary  Affairs; 
(6)  Administrative  Management  and  Support;  (7)  Proceedings;  and, 
(8)  Legal  Counsel.   These  program  activities  are  carried  out  in 
Washington,  D.  C.  and  in  regional  offices  located  in  Chicago,  New 
York,  Kansas  City  and  Los  Angeles.   A  branch  office  operates  in 
Minneapolis. 
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SUMMARY 

The  Commodity  Futures  Trading  Commission  was  created  by 
Congress  in  1974  as  an  independent  agency  with  the  mandate  to 
regulate  commodity  futures  and  options  markets.   The  Commission 
is  responsible  for  ensuring  market  integrity,  protecting 
customers  who  use  these  markets  from  trade  abuse  and  fraud,  and 
monitoring  the  markets  to  detect  and  prevent  price  distortions 
and  market  manipulations. 

The  Futures  Trading  Practices  Act  of  1992  was  signed  into 
law  last  October.   This  new  bill,  which  reauthorized  the 
Commission  through  1994,  cunends  the  Commodity  Exchange  Act  and 
provides  the  CFTC  with  greater  regulatory  flexibility  by  giving 
the  Commission  exemptive  authority  and  provides  needed  reforms  by 
giving  the  CFTC  new  regulatory  tools  to  continue  to  maintain 
market  integrity.   In  compliance  with  this  legislation  the 
Commission  has  already  published  final  rules  exempting  swap 
transactions  and  hybrid  instruments  and  is  considering  an 
exemption  for  oil  products.   Also,  rules  have  been  proposed  in 
the  areas  of  dual  trading,  registration  of  floor  traders  and 
broker  associations,  ethics  training  for  registrants,  requiring 
the  suspension  of  registration  for  registrants  charged  with 
felonies,  and  exchange  emergency  actions.   The  Act  also  requires 
the  Commission  to  conduct  a  number  of  studies.   The  first  due  is 
a  study  on  derivatives  which  we  are  expected  to  forward  to 
Congress  by  October  28,  1993. 

Fiscal  Year  1992  was  a  banner  year  with  the  record  setting 
approval  of  futures  and  option  contracts.   Forty- two  contracts 
were  approved  during  this  period.   Some  of  the  contracts  approved 
by  the  Commission  are  very  innovative  and  reflect  the  specialized 
hedging  needs  of  market  participants.   For  example,  futures 
contracts  based  on  health  and  homeowners  insurance  represent  a 
unique  opportunity  for  the  insurance  industry  to  manage  the  risk 
associated  with  underwriting  and  claims  on  certain  insurance 
policies.   The  approval  of  "clean  air"  futures,  based  on  the 
sulfur  dioxide  emission  allowances  outlined  in  the  Clean  Air  Act, 
represents  a  market -based  solution  to  deal  with  an  environmental 
problem.   Also,  new  stock- index  futures  contracts  based  on 
foreign  indices  provide  institutional  investors  with  additional 
instruments  to  hedge  their  portfolios.   We  anticipate  that  the 
futures  exchanges  will  continue  to  submit  innovative  contract 
market  designation  applications  such  as  these  in  the  future. 

As  a  result  of  the  Commission's  investigation  of  trading 
abuses  at  New  York  exchanges,  the  Commission  has  alleged  that  a 
total  of  45  persons  and  6  firms  engaged  in  violations  relating  to 
floor  trading  abuse.   The  alleged  violations  include  fraud,  non- 
competitive execution  of  trades,  bucketing  of  customer  orders, 
and  failure  to  retain  required  trading  records.   By  the  end  of  FY 
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1992,  15  individuals  and  all  six  firms  had  entered  into 
settlements  with  the  Commission. 

In  criminal  actions  arising  from  the  Commission's  joint  law 
enforcement  effort  with  the  U.S.  Attorney's  office  in  the 
Southern  District  of  New  York  and  the  U.S.  Postal  Inspection 
Service,  five  individuals  were  sentenced  in  FY  1992  after 
pleading  guilty  to  various  counts  of  conspiracy  and  commodities 
fraud.   The  sentences  included  two  to  three  years  probation, 
community  service  and  monetary  fines.   The  Commission  actively 
assisted  the  U.S.  Attorney's  office  with  the  underlying  criminal 
investigation  in  all  five  of  these  cases. 

In  FY  1992  the  Commission  filed  fifteen  cases  against  firms 
and/or  individuals  engaged  in  telemarketing  fraud.   The 
complaints  alleged  that  the  firms,  and/or  their  salespersons, 
made  false  and  deceptive  statements  and  failed  to  disclose 
material  facts  in  connection  with  the  solicitation  and  management 
of  customer  accounts  in  connection  with  the  offer  and  sale  of 
futures  and  option  contracts. 

Seminars  on  commodity  fraud  were  held  in  seven  states  for 
federal,  state,  local,  and  other  law  enforcement  officials  and 
the  media.   Commission  enforcement  actions  and  the  prosecution  of 
fraudulent  and  high-pressure  commodity  sales  techniques  were 
discussed.   In  past  years  CFTC  enforcement  seminars  were  held  on 
a  regular  basis  to  coordinate  interagency  cooperation  with 
commodity- related  fraud.   However,  only  one  has  been  conducted 
thus  far  in  FY  1993  due  to  budget  constraints.   Also,  two 
consumer  investment  fraud  roundtables  dealing  with  affinity  fraud 
--fraud  targeted  at  specific  minorities- -were  held  in  California. 

During  FY  1992  the  Commission  addressed  itself  to  clearing  a 
backlog  of  pending  matters,  principally  reparation  appeals.   A 
very  substantial  amount  of  staff  time  was  devoted  to  this 
"Operation  Backlog"  effort,  with  some  staff  members  who  normally 
perform  other  tasks  being  temporarily  assigned  to  considering 
appeals.   This  highly  successful  initiative  means  that  in  the 
upcoming  fiscal  year,  appeals  may  be  assigned  to  staff  attorneys 
for  analysis  promptly  after  being  briefed. 

The  Commission  completed  several  international  initiatives 
in  FY  1992.   For  example,  the  CFTC  and  the  French  Commission  des 
Operations  de  Bourse  formally  exchanged  letters  implementing 
provisions  of  a  1990  Mutual  Recognition  Memorandum  of 
Understanding  (MRMOU) .   As  a  result  of  the  exchange  of  letters, 
U.S.  futures  commission  merchants  are  permitted  to  market  U.S. 
exchange- traded  products  in  France,  and  French  futures  merchants 
are  permitted  to  market  French  exchange -traded  products  in  the 
U.S. 


405 


The  Commission  entered  into  Memoranda  of  Understanding  (MOU) 
for  cooperative  enforcement  assistance  and  for  financial 
information  sharing  with  the  Ontario  Securities  Commission  and 
Quebec's  Commission  des  Valeurs  Mobilieres  du  Quebec.   Among 
other  things  the  MOUs  establish  a  framework  for  information 
sharing  and  for  providing  enforcement  assistance  regarding 
investigations  of  fraud  and  manipulation  in  the  offer  and  sale  of 
domestic  and  foreign  futures  and  option  products,  and  illegal 
off -exchange  futures  and  option  products. 

During  FY  1992  the  Commission  approved  and  trading  began  on 
Globex,  the  electronic  trading  system  of  the  Chicago  Mercantile 
Exchange,  the  Chicago  Board  of  Trade  and  Reuters  PLC,  on  June  25, 
1992.   Conceived  in  1987,  the  after-hours  trading  system,  with 
terminals  located  in  Chicago  and  New  York  and  planned  for  other 
locations  such  as  Japan,  Paris  and  London,  began  automated 
trading  in  futures  and  options  after  almost  five  years  of 
planning.   Globex 's  afternoon  and  overnight  trading  is  designed 
to  allow  European  and  Far  Eastern  traders  to  buy  and  sell 
contracts  in  the  U.S.  markets  during  their  normal  business  hours. 
Also,  in  December  the  Commission  approved  the  plans  of  the  New 
York  Mercantile  Exchange  to  implement  its  automated  ACCESS 
system.   Testing  is  currently  in  process  on  this  system  and  the 
exchange  expects  the  system  to  be  operational  sometime  during  the 
third  quarter  of  1993. 

One  of  the  major  projects  that  Commission  staff  worked  on 
during  FY  1992  was  a  self -study  to  review  and  enhance  the  CFTC's 
regulatory  and  managerial  efficiency  and  effectiveness.   This 
project,  known  as  Excellence  2000,  was  launched  to  reexamine 
Commission  rules  and  regulations,  and  to  improve  the  efficiency 
of  internal  Commission  processes. 

As  a  part  of  Excellence  2000,  the  Commission  also  solicited 
comments  and  suggestions  from  exchanges  and  the  futures 
community  on  ways  to  simplify  and  streamline  regulation  of  the 
futures  industry.   Staff  continues  to  review  and  implement  many 
of  the  recommendations  received,  as  well  as  those  generated 
internally. 

The  Commission  is  submitting  the  President's  FY  1994  budget 
request  for  the  CFTC  which  is  $47,485,000  and  a  staff  ceiling  of 
554.   This  budget  will  fund  a  minimum  of  521  FTEs,  and  will 
allow,  with  some  difficulty,  the  Commission  to  carry  out  its 
legislative  mandate  and  fulfill  its  responsibilities. 
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5 
THE  COMMISSIONERS 


William  P.  Albrecht,  Acting  Chairman 

William  P.  Albrecht,  who  became  Acting  Chairman  on  January 
22,  1993,  was  nominated  by  President  Ronald  Reagan  for  a  recess 
appointment  to  the  CFTC  and  was  sworn  in  as  commissioner  in 
November  1988.   He  was  renominated  for  a  full  term  on  the 
Commission  by  President  George  Bush  and  was  confirmed  by  the 
Senate  on  November  19,  1989.   He  served  as  chairman  of  the 
Commission's  Financial  Products  Advisory  Committee  from  July  1990 
until  November  1991  an  currently  serves  as  chairman  of  the 
Commissions  Regulatory  Coordination  Advisory  Committee. 

Before  his  appointment  to  the  Commission,  Dr.  Albrecht  was 
Professor  of  Economics  and  Associate  Dean  for  External  Programs, 
College  of  Business  Administration,  University  of  Iowa.   He 
joined  the  faculty  of  the  University  of  Iowa  in  1965.   In  1986, 
he  was  a  visiting  professor  at  the  University  of  the  Andes, 
Merida,  Venezuela. 

Dr.  Albrecht  is  the  author  of  numerous  scholarly  articles, 
published  in  professional  journals,  and  several  books,  including 
Economics,   Macroeconomic  Principles  and  Microeconomic 
Principles.  His  professional  research  has  included  economic 
regulation  and  welfare  programs. 

Dr.  Albrecht  holds  a  Ph.D.  in  economics  from  Yale 
University,  Masters  of  Arts  degrees,  from  the  University  of  South 
Carolina  and  Yale  University,  and  a  Bachelor  of  Arts  degree  in 
philosophy  from  Princeton  University.   Upon  receiving  his 
undergraduate  degree,  he  served  five  years  as  a  commissioned 
officer  in  the  U.S.  Navy  reaching  the  rank  of  lieutenant. 

Sheila  C.  Bair,  Commissioner 

Sheila  C.  Bair  was  nominated  to  serve  as  a  CFTC  Commissioner 
by  President  Bush  in  April  1991.   After  confirmation  by  the 
Senate,  she  was  sworn  in  on  May  29,  1991. 

Prior  to  her  appointment  to  the  Commission,  Bair  had  served 
as  Legislative  Counsel  to  the  New  York  Stock  Exchange  (NYSE)  in 
Washington  for  three  years.   She  left  this  position  in  January 
1990  to  run  for  the  House  of  Representatives  from  her  home 
district  in  Kansas.   After  running  a  highly- respected  grassroots 
campaign,  and  narrowly  losing  in  the  GOP  primary,  she  returned  to 
the  NYSE. 

Bair  began  her  legal  career  in  the  General  Counsel's  office 
of  the  Department  of  Health,  Education  and  Welfare  in  1979.   Bair 
served  as  a  legal  and  policy  adviser  to  Senator  Robert  Dole  of 
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Kansas  from  1981  to  1987,  first  on  the  Courts  Subcommittee  of  the 
Senate  Judiciary  Committee,  then  in  the  Senate  Majority  Leader's 
office  and  later  as  Director  of  Research  for  Senator  Dole's  1988 
Presidential  Campaign. 

Bair,  a  native  of  Independence,  Kansas,  received  her  B.A. 
de'gree  from  the  University  of  Kansas  in  1975  and  her  J.D.  from 
the  University  of  Kansas  School  of  Law  in  1978.   Based  on  her  law 
school  academic  achievements,  she  was  awarded  a  teaching 
fellowship  at  the  University  of  Arkansas  Law  School.   Bair  is  on 
the  Board  of  Governors  of  the  University  of  Kansas  School  of  Law, 
and  is  also  on  the  Board  of  the  Womens  Campaign  Fund.   She  also 
chairs  the  CFTC's  Financial  Products  Advisory  Committee. 

Joseph  B.  Dial,  Commissioner 

Joseph  B.  Dial  was  sworn  in  as  a  commissioner  of  the  CFTC  by 
Judge  Clarence  N.  Stevenson  in  Victoria,  Texas  on  June  20,  1991, 
after  being  nominated  by  President  George  Bush  in  April  1991,  and 
confirmed  by  the  U.S.  Senate  in  May.   Commissioner  Dial  chairs 
the  CFTC's  Agricultural  Advisory  Committee. 

A  native  Texan,  Commissioner  Dial  owned  the  Cross  "L"  Cattle 
Company  in  Victoria,  Texas  and  co-owned  the  award-winning  3X 
Ranch  Registered  Brahman  Herd.   He  graduated  from  Texas  Military 
Institute,  and  attended  Victoria  College  and  the  University  of 
Texas,  majoring  in  banking  and  finance. 

Commissioner  Dial  has  traveled  into  and  done  business  in  17 
foreign  countries.   He  served  on  the  United  States  Trade 
Representative's  Agricultural  Technical  Advisory  Committee  and 
was  part  of  a  delegation  that  met  to  improve  cooperation  and 
trade  with  fellow  agricultural  producers  from  Mexico  and  Korea. 
He  also  served  with  the  American  Brahman  Breeders  Association, 
Victoria  County  Farm  Bureau,  National  Cattlemen's  Association, 
Texas  Farm  Bureau,  Independent  Cattlemen's  Association,  Texas  and 
Southwestern  Cattle  Raisers  Association,  and  Victoria  Chamber  of 
Commerce  Agricultural  Committee.   Dial  is  a  past  President  of  the 
Former  Texas  Rangers  Association  and  served  as  a  trustee  of  the 
Texas  State  Aquarium. 

In  1990,  Texas  Governor  Bill  Clements  appointed  Commissioner 
Dial  agricultural  representative  to  the  Texas  Citizen  Advisory 
Committee  (CAC)  for  the  Environmental  Protection  Agency's  Gulf  of 
Mexico  Program.   He  was  then  elected  Chairman  by  the  24  CAC 
members  appointed  by  the  governors  of  the  five  Gulf  States. 
Commissioner  Dial  presently  serves  as  President  of  the  Gulf  of 
Mexico  Foundation. 
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HISTORY  OF  THE  FY  1994  BUDGET  REQUEST 


In  August,  1992  the  Commission  voted  to  request  $58,273,000 
for  FY  1994  to  fund  a  total  of  632  staff-years  and  to  support 
anticipated  increases  in  operating  expenses.   After  submitting 
the  Budget  Request  concurrently  to  the  Office  of  Management  and 
Budget  (OMB)  and  the  Congress  on  September  1,  1992,  Commission 
staff  participated  in  a  budget  hearing  at  OMB  on  October  5,  1992. 

On  February  17,  1993,  OMB  approved  an  FY  1994  budget  of 
$47,485,000  and  an  FTE  level  of  528.   On  February  23,  1993,  the 
FTE  ceiling  was  amended  to  554  to  reflect  2.5%  cut  from  estimated 
FY  1993  FTE  usage  of  568;  the  dollar  level  was  not  changed.   CFTC 
estimates  that  the  $47,485,000  can  finance  between  521  to  554 
FTEs. 

The  final  FY  1994  President's  budget  will  be  forwarded  to 
Congress  on  April  5,  1993,  at  a  level  of  $47,485,000  with  an  FTE 
"floor"  of  521  and  an  FTE  "ceiling"  of  554. 
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COMMODITY  FUTURES  TRADING  COMMISSION 
OBJECT  CLASSIFICATION 


FY  1992   FY  1993     FY  1994 
IDENTIFICATION  CODE :95 - 1400- 0-1 -376   ACTUAL    ESTIMATE    REQUEST 


11.1   Full -Time  Permanent  Comp 

11.3  Other  Than  Pemiemant  Comp.... 

11.5  Other  Personnel  Compensation. 

11.8  Special  Pers .   Serv.  Payments 

11.9  SUBTOTAL,  PERSONNEL  COMP .. . 

12.1  Personnel  Benefits:  Civilian. 
13.0  Benefits  for  Former  Personnel 
21.0  Travel  &  Transport,  of  Persons 
22.0   Transportation  of  Things 

23.2  Rental  Payments  to  Others 

23.3  Comm.,  Utilities  &  Misc.  Charg 

24  .0   Printing  and  Reproduction 

25 . 0   Other  Services 

26 . 0  Supplies  and  Materials 

31.0   Equipment 

99.0  SUBTOTAL,  DIRECT  OBLIGATIONS 

99 . 0   Reimbursable 

99 . 0   TOTAL  OBLIGATIONS 


$26,650 

1,479 

764 

394 


29,287 

5,638 

58 

879 

27 

5,219 

1,502 

233 

2,499 

643 

1,223 


47,208 

19 

$47,227 


$27,537 
975 
632 
130 


29,274 

6,091 

58 

835 

35 

5,858 

1,830 

238 

2,165 

638 

278 


47,300 

20 

$47,320 


$25,806 
984 
666 

137 


27,593 

5,837 

61 

857 

36 

7,146 

1,879 

244 

2,316 

656 

860 


47,485 

20 

$47,505 
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DETAILED  STATEMENT  OF  OBLIGATIONS  AND  EMPLOYMENT 
BY  GEOGRAPHIC  LOCATION 

LOCATION  OF  OBLIGATIONS  ($  000>; 

FY  1992  FY  1993  FY  1994 

CALIFORNIA $1,706  $1,709  $1,715 

DISTRICT  OF  COLUMBIA $29,617  $29,663  $29,779 

ILLINOIS $8,755  $8,769  $8,803 

MINNESOTA $91  $91  $91 

MISSOURI $825  $826  $830 

NEW  YORK $6,233  $6,242  $6,267 

TOTAL  DIRECT  OBLIGATIONS $47,227  $47,300  $47,485 

LOCATION  OF  EMPLOYMENT  (STAFF-YEARS); 

CALIFORNIA 25  24  22 

DISTRICT  OF  COLUMBIA 353  335  310 

ILLINOIS 120  114  106 

MINNESOTA 1  1  1 

MISSOURI 9  9  8 

NEW  YORK 84  80  74 

TOTAL  STAFF-YEARS 592  562  521 
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MAJOR  ACTIVITIES  OF  CFTC  OFFICES  AND  DIVISIONS 


OFFICES  OF 
THE  CHAIRMAN 


EXECUTIVE 
DIRECTOR 


OFFICE  OF 
GENERAL  COUNSEL 


Liaison  with 
Congress,  Federal 
Agencies  &  Foreign 
Governments 
Public  Information, 
Education  and  Publi- 
cations 

Secretariat /FOI A 
Office 
Inspector  General 


ECONOMIC 
ANALYSIS 

Futures  and  Option 
Market  Surveillance 
Speculative  Limit 
Rule  Enforcement 
Research  and 
Special  Studies 
Economic  Analysis 
of  Contract 
Designations 
Economic  Review  of 
Changes  to  Contract 
Terms  and  Conditions 
Analysis  of  Leverage 
Registration  Applica- 
tions 


Administration  & 
Resource  Management 
Long-range  Planning 
Information  Resources 
Management 
Personnel 
Budget  &  Fiscal 
Operations 
Procurement 

Administrative  Services 
Proceedings  in 
Administrative  Law 
and  Reparations 
Library 


ENFORCEMENT 

Investigations 
Civil  Injunctive 
Actions 

Administrative  Actions 
Criminal  Referrals 
Assistance  t  State 
and  Federal  Enforcement 
Agencies 


MARKET  REVIEW  & 
DEVELOPMENT 

Oversight  of  Exchanges 
Rule  Enforcement 
Reviews 

Trade  Practice  Inves- 
tigations 

International  Regula- 
tory Coordination 
Review  of  Contract 
Market  Rules 


Legal  Advisor  to 
Commission 

Appellate  Litigation 
Amicus  Curiae  Briefs 
Bankruptcy  Litigation 
Draft  Commission 
Orders  and  Opinions 
Review  for  Legal 
Sufficiency 
Draft  Regulations 
and  Legislation 
Defensive  Litigation 
Ethics  and  Financial 
Disclosure  Advice 
Freedom  of  Information 
Act  Appeals 
Legal  Support  to 
Operating  Divisions 
Statutory  Interpreta- 
tion 

FINANCIAL  AND 
INTERMEDIARY  AFFAIRS 

Oversight  of  the  NFA 
Sales  Practice  Reviews 
Investigative  Audits 
Draft  Regulations 
Exemptive  Relief 
Civil  Monetary 
Penalties 

Managed  Fund  Offerings 
Financial  Audit  and 
Surveillance 
Financial  Emergencies 
Risk  Assessment 
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AGENCY  DIRECTION 


The  Commodity  Futures  Trading  Commission  administers  the 
Commodity  Exchange  Act.   The  mission  of  the  agency  is  to  regulate 
and  oversee  the  commodity  futures  industry  in  order  to  ensure 
open  and  competitive  markets  that  serve  the  economic  functions  of 
risk  shifting  and  price  discovery,  and  to  protect  the  public  and 
the  markets  from  price  manipulation  and  fraud. 

Introduction 

The  Commission  provides  agency  direction  by  reviewing  each 
quarter's  program  accomplishments  and  by  determining  goals  and 
objectives  for  the  forthcoming  quarter  within  the  current  context 
of  economic,  legal  and  administrative  issues. 

Resource  Chances  (FY  1994) 

In  keeping  with  the  president's  budget,  the  Commission 
anticipates  the  agency  direction  program  will  be  increased  by 
$12,000;  even  with  an  increase  in  funds  the  program  will  still  be 
reduced  by  2  staff  years.   Total  request  for  FY  1994:  $4,024,000. 


Staff-Years  (FTE) 


FY  1992 
Actual 

47 


FY  1993 
Estimate 

42 


FY  1994 
Request 

40 


Obligations  (000) ; 
Comp/Benef its 
Other  (Direct) 
Other  (Pro  rata) 


$  3,206 

216 

£31 


3,168 
222 
622 


$  3,064 
230 
730 


Total 


$  4,057 


$   4,012 


$  4,024 


Accomplishments  (FY  1992) 
Commission  Activities 


Reauthorization 

The  Futures  Trading  Practices  Act  of  1992  was  signed  into 
law  on  October  28,  1992.   The  legislation  provides  the  Commission 
with  greater  flexibility  regarding  financial  markets  innovation, 
thereby  permitting  domestic  markets  to  better  compete  in  a  global 
market  place.   The  legislation  also  directed  the  Commission  to 
conduct  numerous  rulemakings  and  studies  and  imposed  deadlines  on 
the  Commission  to  do  so.   Information  on  what  has  been 
accomplished  to  date  and  what  is  planned  in  FY  1993  may  be  found 
in  the  section  entitled  Planned  Activities  (1993) . 
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New  Contracts 

In  January,  1992  the  Commission  significantly  revised 
Guideline  No.l  which  provides  specific  criteria  for  exchanges  to 
use  to  comply  with  contract  market  designation  requirements  of 
the  Commodity  Exchange  Act.   The  new  guideline  reduces  the  burden 
on  exchanges  and  streamlines  the  processing  of  new  designation 
applications  and  rule  change  submissions. 

The  Commission  approved  a  record  42  futures  and  option 
contracts  during  FY  1992.   Many  of  the  innovative  contracts 
approved  by  the  Commission  reflect  the  specialized  hedging  needs 
of  market  participants.   For  instance,  new  stock- index  futures 
contracts  based  on  foreign  equities  provide  institutional 
investors  with  additional  instruments  to  hedge  their  portfolios. 

Futures  contracts  based  on  health  and  homeowners  insurance 
represent  the  first  insurance  futures  contracts  offering  the 
insurance  industry  financial  instruments  to  manage  the  risk 
associated  with  poor  underwriting  results  and  greater- than- 
expected  claims  on  certain  insurance  policies.   The  approval  of 
"clean  air"  futures,  based  on  the  sulfur  dioxide  emission 
allowances  outlined  in  the  Clean  Air  Act,  represents  a  market - 
based  solution  to  deal  with  an  environmental  problem. 

Excellence  2000 

During  FY  1992  the  Commission  embarked  on  a  self -study 
called  Excellence  2000,  to  review  and  enhance  the  CFTC's 
regulatory  and  managerial  effectiveness.   Through  internal 
committees,  Excellence  2000  was  launched  to  reexaimine  Commission 
rules  and  regulations,  reduce  unnecessary  or  redundant 
regulation,  and  implement  improvements  in  the  CFTC's  regulatory 
program. 

The  Commission  also  solicited  comments  and  suggestions  from 
exchanges  and  the  futures  community  on  ways  to  simplify  and 
streamline  regulation  of  the  futures  industry.   Working  groups 
within  the  CFTC  were  established  to  explore  areas  in  which 
computer  technology  might  be  used  to  improve  the  effectiveness 
and  efficiency  of  the  Commission  in  carrying  out  its  mission. 
Streamlined  rules  could  reduce  the  cost  of  government  litigation 
in  federal  court,  expedite  contract  approvals,  and  reduce 
processing  and  application  fees  charged  to  exchanges. 

These  suggestions,  in  addition  to  internal  suggestions,  have 
advanced  Excellence  2000 's  aim  to  make  the  CFTC  more  effective 
and  efficient  in  meeting  the  challenges  of  the  next  century. 
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Automation  SvmDosl;im 


The  Commission  sponsored  a  day-long  symposium  on  automated 
trading  entitled,  Screen-Based  Trading  and  Beyond:      The  Future 
for  Financial  Markets.      Over  200  representatives  from  academia, 
the  futures  industry,  government,  and  the  press  participated  in 
the  day-long  symposium.   The  symposium  focused  on  current 
applications  of  screen-based  trading  as  well  as  a  look  at 
strategic  planning  for  futures  technology.   Issues  regarding 
automated  trading  and  technology  applications  for  local  and 
international  screen-based  trading  systems,  exchange  trading 
floors,  proprietary  trading  systems,  and  back  office  operations 
were  discussed.   The  symposium  proceedings  were  produced  after 
the  meeting  to  make  the  papers  on  specific  issues  more  widely 
available. 

Enforcement  Activities 

As  part  of  the  Commission's  investigation  of  trading  abuses 
at  New  York  exchanges,  the  Commission  alleged  that  a  total  of  45 
persons  and  6  firms  engaged  in  violations  involving  floor  trading 
that  include  fraud,  non- competitive  execution  of  trades, 
bucketing  of  customer  orders,  and  failure  to  retain  required 
trading  records.   By  the  end  of  FY  1992,  15  individuals  and  all 
six  firms  had  entered  into  settlements  with  the  Commission. 

In  FY  1992,  five  individuals  were  sentenced  after  pleading 
guilty  to  various  counts  of  conspiracy  and  commodities  fraud. 
The  sentences  included  two  to  three  years  probation,  community 
service  and  monetary  fines.   This  criminal  action  arose  from  the 
Commission's  joint  law  enforcement  effort  with  the  U.S. 
Attorney's  office  in  the  Southern  District  of  New  York  and  the 
U.S.  Postal  Inspection  Service.   As  part  of  the  joint  effort,  the 
Commission  actively  assisted  the  U.S.  Attorney's  office  with  the 
underlying  criminal  investigation  in  all  five  of  these  cases. 

The  Commission  filed  fifteen  cases  against  firms  and/or 
individuals  engaged  in  telemarketing  fraud.   The  complaints 
alleged  that  the  firms,  and  or  their  salespersons,  made  false  and 
deceptive  statements  and  failed  to  disclose  material  facts  in 
connection  with  the  solicitation  and  management  of  customer 
accounts  in  connection  with  the  offer  and  sale  of  illegal  off- 
exchange  instruments. 

CPTC  Fraud  Education  Outreach  v-rnrfr-fm 

Seminars  on  commodity  fraud  were  held  in  seven  states  for 
federal,  state,  local,  and  other  law  enforcement  officials  and 
the  media.   They  were  sponsored  by  the  Division  of  Enforcement 
with  the  assistance  of  the  Office  of  Communication  and  Education 
Services.   Commission  enforcement  actions  and  fraudulent  and 
high-pressure  commodity  sales  techniques  were  discussed.   CFTC 
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enforcement  seminars  are  held  on  a  regular  basis  to  coordinate 
interagency  cooperation  with  commodity- related  fraud. 

Two  consumer  investment  fraud  roundtables  were  sponsored  by 
the  Office  of  Communication  and  Education  Services  in  California. 
Affinity  fraud- -fraud  targeted  at  specific  minorities- -was  the 
major  topic.   Representatives  from  other  law  enforcement  and 
regulatory  agencies  participated  in  discussions  with  consumers 
aimed  at  educating  the  public  about  investment  fraud  and  how  to 
avoid  it. 

Screen -Based  Trading 

Trading  on  Globex,  the  electronic  trading  system  of  the  CME, 
the  CBT  and  Reuters  PLC,  began  on  June  25,  1992.   The  CFTC 
approved  rules  implementing  trading  of  CBT  contracts  on  Globex 
and  approved  rules  by  the  CBT  and  CME  for  cross -access  by 
exchange  members  to  their  respective  products  traded  on  Globex. 
Commission  staff  worked  closely  with  the  CME  and  the  CBT  to 
resolve  remaining  issues  before  trading  began,  and  continued 
discussions  with  the  MATIF  regarding  the  Globex  cross-access 
proposal . 

Conceived  in  1987,  the  after-hours  trading  system,  with 
terminals  located  in  Chicago  and  New  York  and  planned  for  other 
locations  like  Japan,  Paris  and  London,  began  automated  trading 
in  futures  and  options  after  almost  five  years  of  planning. 
Globex' s  after-hours  trading  is  designed  to  allow  European  and 
Far  Eastern  traders  to  buy  and  sell  contracts  in  the  U.S.  markets 
during  their  normal  business  hours. 

The  Chicago  Board  of  Trade  has  begun  development  of  a  local 
area  network  system  for  trading  unconventional,  low  volume 
contracts  during  conventional  trading  hours.   The  system,  called 
Project  A,  is  scheduled  to  be  in  use  by  early  fall  and  will 
probably  include  such  products  as  scrap  steel,  aluminum,  sulfur 
dioxide  credit,  and  grain  shipping  certificates.   Commission 
staff  continues  to  review  the  proposed  system  to  ensure  that  it 
meets  the  requirements  of  the  Commodity  Exchange  Act. 

Also,  in  December,  the  Commission  approved  the  plans  of  the 
New  York  Mercantile  Exchange  to  implement  its  automated  Access 
system.   The  exchange  expects  the  system  to  be  operated  sometime 
in  1993. 

International  Memoranda  of  Understanding 

The  CFTC  and  the  French  Commission  des  Operations  de  Bourse 
formally  exchanged  letters  implementing  provisions  of  a  1990 
Mutual  Recognition  Memorandum  of  Understanding  (MRMOU) .   As  a 
result  of  the  exchange  of  letters,  U.S.  futures  commission 
merchants  will  be  permitted  to  market  U.S.  exchange- traded 
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products  in  France,  and  French  futures  merchants  will  be 
permitted  to  market  French  exchange- traded  products  in  the  U.S. 

The  Commission  entered  into  Memoranda  of  Understanding  (MOU) 
for  cooperative  enforcement  assistance  and  for  financial 
information  sharing  with  the  Ontario  Securities  Commission  and 
Quebec's  Commission  des  Valeurs  Mobilieres  du  Quebec.   Among 
other  things  the  MOUs  establish  a  framework  for  information 
sharing  and  for  providing  enforcement  assistance  regarding 
investigations  of  fraud  and  manipulation  in  the  offer  and  sale  of 
domestic  and  foreign  futures  and  option  products,  and  illegal 
off -exchange  futures  and  option  products. 

CFTC  Advisory  Committees 

The  four  CFTC  advisory  committees  continue  to  provide 
valuable  advice  and  recommendations  to  the  Commission.   The 
Advisory  Committee  on  CFTC- State  Cooperation  was  organized  for 
the  purpose  of  receiving  advice  and  recommendations  on  matters  of 
joint  concern  to  the  states  and  the  Commission  arising  under  the 
Commodity  Exchange  Act.   It  encourages  the  states  to  prosecute 
fraudulent  commodity  activities  wherever  jurisdictionally  appro- 
priate.  The  Agricultural  Advisory  Committee  advises  the  Commis- 
sion on  agricultural  market  issues  including,  recently,  the 
effect  of  the  1988  Supreme  Court  decision  Arkansas  Best  Corp.  v. 
Commissioner.   The  Commission  established  the  Financial  Products 
Advisory  Committee  to  provide  advice  and  recommendations  on 
financial  products  issues.   Some  issues  that  have  been  discussed 
include  block  trading,  and  the  definition  of  hedging  and 
implications  of  Arkansas  Best  Corp.  v.  Commissioner  for 
institutional  users  of  financial  products.   Finally,  the 
Regulatory  Coordination  Advisory  Committee  focuses  on  regulatory 
coordination,  the  elimination  of  regulatory  duplication  in  both 
domestic  and  international  regulation,  and  identifying  regulatory 
gaps  where  they  exist. 

Off -Exchange  and  Related  Instruments 

The  Commission  published  for  public  comment  rules  that 
would  remove  the  prohibition  against  trade  options  on 
agricultural  commodities.   The  proposal  included  eliminating  the 
prohibition  against  pricing  commodity  trade  options  based  on  the 
price  futures  contracts  traded  on  or  subject  to  the  rules  of  any 
contract  market.   The  Commission  adopted  the  amendment  deleting 
the  prohibition  of  Rule  32.2(b).   (57  Fed.  Reg.  27921,  June  23, 
1992) .   The  Commission  is  continuing  to  review  the  balance  of 
these  proposals. 

The "Commission  also  issued  several  no-action  and  exemptive 
letters  relevant  to  trade  options  and  other  off-exchange  trans- 
actions.  For  example  the  Commission  provided  exemptive  relief 
pursuant  to  Rule  32.4(b)  to  permit  the  offer  and  sale  by  an 
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insurance  company  of  certain  off -exchange  options  to  municipali- 
ties for  purposes  of  energy  price  protection.   Separately,  the 
Commission's  Task  Force  on  Off -Exchange  Instruments  issued  no- 
action  relief  with  respect  to  the  offer  and  sale  by  a  large 
commodity  merchant  and  processor  of  options  on  agricultural 
commodities  to  certain  agricultural  processors,  manufacturers  and 
merchants  with  assets  in  excess  of  $10  million  and/or  a  net  worth 
in  excess  of  $5  million  who  would  otherwise  qualify  as  permissi- 
ble trade  option  offerees  under  Rule  32.4(a).   These  options  were 
represented  to  comply  fully  with  the  trade  option  rule  but  for 
the  fact  that  agricultural  commodities  would  be  involved. 

Office  of  Conmunication  and  Education  Services 

The  Office  of  Communication  and  Education  Services  (OCES) 
serves  as  Commission  liaison  with  the  news  media,  producer  and 
market  user  groups,  and  the  general  public  to  inform  them  about 
the  role  of  futures  markets,  new  market  instruments,  market 
regulation,  and  the  functions  of  the  Commission. 

During  FY  1992,  OCES  contacted  444  domestic  and  foreign  news 
correspondents.   The  office  circulated  180  news  releases  and 
advisories  and  1250  copies  of  the  Weekly  Advisory,  revamped  its 
brochures,  and  developed  a  media  kit.   OCES  staff  wrote  and 
released  10  backgrounders  on  CFTC  issues  including  speculative 
limits,  market  surveillance,  recent  commodity  scams,  and  enforce- 
ment activities.   Media  outreach  was  further  enhanced  by  two 
press  events,  including  an  educational  seminar  for  news  reporters 
on  the  CFTC  and  its  functions.   OCES  staff,  in  conjunction  with 
the  CFTC's  Division  of  Economic  Analysis,  also  provided 
information  on  the  Commission's  proposal  to  increase  federal 
speculative  limits  on  agricultural  commodities.   OCES  staff 
provided  support  for  the  Commission's  effort  to  combat 
telemarketing  fraud  through  education  and  information  to  these 
groups.   OCES  also  published  an  updated  version  of  the  Proceed- 
ings Bulletin  during  the  first  quarter  of  FY  1992. 

Screen-Based  Trading  and  Beyond:  The  Future  for  Financial 
Markets,  was  a  well -attended,  symposium  coordinated  by  OCES 
staff.   In  addition,  OCES  provided  CFTC  background  information, 
as  well  as  materials  on  investment  fraud,  to  the  public  through 
organizations  including  the  Federal  Consumer  Affairs  Council -Task 
Force  on  Telefraud,  the  Alliance  Against  Fraud  in  Telemarketing, 
the  President's  Consumer  Affairs  Council,  and  the  National 
Consumers'  League.  To  further  enhance  its  consumer  outreach 
efforts,  OCES,  along  with  the  Division  of  Enforcement, 
represented  the  Commission  at  meetings  including  the  Biennial 
Conference  of  the  American  Association  of  Retired  Persons. 

As  in  past  years,  OCES  worked  closely  with  the  Commission's 
advisory  committees,  as  well  as  with  agricultural  organizations 
and  financial  institutions,  to  provide  information  about  Commis- 
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sion-  and  industry- related  issues,  and  to  learn  of  their  concerns 
and  views  on  the  markets  and  regulation.   During  the  year,  OCES 
conducted  49  briefing  sessions  for  international  regulators, 
bankers,  investment  brokers,  educators,  students,  and  private 
citizens  from  29  countries  to  acquaint  them  with  the  functions  of 
the  futures  markets  and  the  activities  of  the  Commission. 

Office  of  the  Secretariat 

The  Office  of  the  Secretariat  provides  essential  administra- 
tive support  to  the  Chairman,  Commissioners,  and  other  staff 
offices.   Meeting  this  responsibility  involves  many  functions, 
such  as  maintaining  official  agency  records,  scheduling  Commis- 
sion meetings,  responding  to  Freedom  of  Information,  Privacy  and 
Sunshine  requests,  and  providing  information  to  the  public  and 
CFTC  staff. 

In  addition  to  tasks  involving  records  maintenance,  the 
staff  handles  several  thousand  inquiries  annually  from  both  the 
Commission  staff  and  the  general  public  concerning  information 
contained  in  the  official  records.   The  staff  also  received  and 
processed  approximately  500  requests  for  nonpublic  Commission 
records  and  600  petitions  for  confidential  treatment. 

In  addition  to  its  routine  tasks,  functions,  and  activities, 
the  Secretariat  staff  continued  several  special  projects  in  FY 
1992.   The  conversion  of  the  records  system  to  microfilm  contin- 
ued, as  did  the  automation  of  various  logs  and  indices  of  the 
Commission's  official  records.   In  1992,  the  Secretariat  contin- 
ued to  work  with  the  divisions  in  developing  a  Commission- wide 
automated  document  and  correspondence  index  and  retrieval  system. 

Office  of  Congressional  and  Governmental  Affairs 

The  Office  of  Congressional  and  Governmental  Affairs  (OCGA) 
is  principally  responsible  for  maintaining  effective  communica- 
tions between  the  Commission  and  Members  of  Congress  and  their 
staffs,  and  for  monitoring  legislation  affecting  the  Commission. 
OCGA  also  serves  as  a  liaison  with  other  federal  agencies  per- 
taining to  issues  of  mutual  interest. 

In  addition  to  preparing  for  hearings  and  providing 

information  to  Congress  on  the  Commission's  agenda  and  regulatory 
program,  OCGA  provides  the  Commission  and  its  staff  with 
information  related  to  actions  taken  by  the  Congress.   OCGA  also 
processes  all  congressional  inquiries  to  the  Commission  and 
ensures  their  timely  response. 

In  FY  1992,  some  of  the  activities  of  OCGA  focused  on 
continuing  deliberations  regarding  CFTC  reauthorization  and 
jurisdiction,  FY  1993  appropriations,  the  Senate's  investigation 
of  the  Bank  of  Commerce  and  Credit  International  (BCCI) ,  and 
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Commission  actions  regarding  appeals  of  the  decisions  of  its 
administrative  law  judges  and  Congressional  efforts  to  prevent 
telemarketing  fraud.   Conference  negotiations  on  reauthorization 
legislation  began  in  the  first  quarter  of  FY  1992  with  delibera- 
tions continuing  through  the  fourth  quarter. 

Office  of  the  Inspector  General 

The  primary  objectives  of  the  Office  of  the  Inspector 
General  (OIG)  are  to  promote  long-term  efficiency  and  effective- 
ness in  the  administration  and  operation  of  the  agency  and  to 
protect  against  fraud  and  abuse.   OIG's  activities  during  FY  1992 
reflect  these  objectives. 

OIG  devoted  its  audit  resources  to  reviews  of  the  agency's 
internal  control  activities  and  response  to  the  Federal  Managers' 
Financial  Integrity  Act;  the  use  of  advisory  and  assistance 
services;  compliance  with  lobbying  restrictions;  expenditures 
from  the  imprest  fund;  the  effectiveness  of  CFTC's  recruitment 
process;  and  the  operation  of  the  CFTC's  floor  surveillance 
program. 

OIG  also  reviewed  all  proposed  and  final  CFTC  regulations 
and  legislation. 

During  FY  1992,  four  staff -years  were  allocated  to  this 
office.   This  will  remain  constant  in  FY  1993  and  FY  1994. 

Planned  Activities  (FY  1993) 

In  FY  1993,  the  CFTC  will  continue  its  regulatory  activities 
related  to  prevention,  detection,  and  prosecution  of  fraud  and 
trading  abuses.   Furthermore,  the  Commission  will  continue 
working  with  all  futures  and  option  exchanges,  the  SEC,  the 
Federal  Reserve  Board,  and  the  Department  of  Treasury  to  improve 
intermarket  coordination  and  to  develop  and  implement  appropriate 
regulatory  changes,  as  rec[uired  by  the  Market  Reform  Act  of  1990. 

During  FY  1993,  the  Commission  will  continue  to  review  and 
streeunline  rules  governing  commodity  professionals.  These 
efforts  include  rule  aunendments  relating  to  the  registration  of 
industry  professionals  and  other  aspects  of  the  registration 
rules,  disclosure  requirements,  minimum  financial  requirements, 
risk-based  capital,  and  risk  disclosure  requirements  applicedsle 
to  futures  commission  merchants  and  introducing  brokers. 

Further,  the  Commission  will  move  quickly  to  implement  the 
Futures  Trading  Act  of  1992.   This  will  include  several  rule 
eunendments,  development  of  rules  relative  to  risk  assessment  of 
firms  affiliated  with  regulated  firms,  new  registration 
procedures  for  floor  traders,  and  dual  trading.   In  compliance 
with  this  legislation  the  Commission  has  already: 
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-  Approved  final  rules  exempting  swap  transactions 
meeting  specified  criteria  from  regulation  under  the 
Commodity  Exchange  Act.   58  FR  5587,  January  22,  1993. 

-  Approved  final  rules  exempting  hybrid  instruments 
that  are  not  predominately  composed  of  a  commodity 
interest  from  certain  Commission  regulations.   58  FR 
5580,  January  22,  1993. 

-  Published  proposed  rules  to  exempt  certain  contracts 
for  the  deferred  purchase  or  sale  of  energy  products 
that  meet  specified  criteria  from  regulation  under  the 
Commodity  Exchange  Act.   58  FR  6250,  January  27,  1993. 

-  Published  proposed  rules  which  would  require  the 
registration  of  broker  associations.   These  rules  would 
prohibit  a  member  of  a  broker  association  from 
receiving  orders  or  executing  a  transaction  unless  the 
broker  association  was  registered  with  its  respective 
contract  market.   57  FR  57116,  December  3,  1992. 

-  Published  proposed  rules  regarding  oral  orders. 
These  rules  would  generally  require  that  a 
contemporaneous  written  record  be  made  of  all  orders 
placed  by  a  member  present  on  the  floor  of  a  contract 
market  for  an  account  that  member  owns  or  controls.   57 
FR  62244,  December  30,  1992. 

-  Approved  a  rule  and  interpretation  of  the  National 
Futures  Association  ("NFA")  that  requires  certain  NFA 
members  to  adopt  specific  supervisory  procedures  with 
respect  to  their  telemarketing  activities. 

-  Published  proposed  rules  requiring  the  registration 
of  floor  traders.   Under  this  proposal  floor  traders 
will  be  subject  to  the  same  background  fitness  checks 
as  other  registrants.   58  FR  6748,  February  2,  1993. 

-  Published  proposed  rules  requiring  ethics  training 
for  registrants.   This  proposed  rule  would  require  all 
new  individual  registrants  to  attend  ethics  training 
within  six  months  of  registration  and  all  other 
individual  registrants  to  attend  periodic  ethics 
training  sessions.   58  £R  6748,  February  2,  1993. 

-  Published  proposed  rules  which  would  require  the 
suspension  of  registration  for  registrants  charged  with 
felonies.   58  FR  6748,  February  2,  1993. 

-  Published  proposed  rules  regarding  procedures  for 
exchange  emergency  actions.   58  FR  7056,  February  4, 
1993. 
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International  issues  will  continue  to  be  a  Commission 
priority,  including  the  establishment  of  additional  cooperative 
information  sharing  arrangements  with  foreign  governments  and/or 
self -regulatory  organizations  (SROs) .   The  Commission  hopes  to 
further  enhance  the  ability  of  all  users  to  trade  on  U.S.  and 
international  markets  more  efficiently.   The  Commission  will 
particularly  explore  financial  information- sharing  agreements 
with  other  jurisdictions.   One  of  the  areas  that  will  continue  to 
be  a  focus  is  the  development  of  computerized  trading  in  interna- 
tional markets.   The  Commission  will  continue  to  administer  its 
foreign  futures  and  option  rules  to  permit  the  offer  and  sale  of 
foreign  options  in  the  U.S.  under  certain  conditions. 

Impact  of  the  Current  Level  (1994) 

In  the  coming  year  the  Commission  will  continue  to  deal  with 
increasingly  internationally  linked  markets  which  will  in  turn 
require  the  Commission  to  continue  to  seek  regulatory 
coordination  and  information  sharing  between  jurisdictions. 

Domestically,  the  Commission  will  continue  to  address 
increasingly  innovative  derivative  instruments  both  on  and  off- 
exchange,  and  continue  its  mandated  prograuns  which  ensure  the 
financial  integrity  and  economic  ability  of  futures  and  option 
markets  while  protecting  against  market  manipulation,  fraud  and 
other  abuses.   However,  without  future  staff  growth  in  the  out 
years  the  Commission's  ability  to  keep  pace  with  the  ever 
changing  world  marketplace  will  be  negatively  affected. 

Impact  of  Reduced  Request  Level  (FY  1994) 

The  Commission  will  encounter  markets  that  are  increasingly 
linked  in  the  next  year,  requiring  more  regulatory  coordination 
and  increased  information  sharing  between  jurisdictions.   Also, 
within  the  United  States,  the  Commission  will  continue  to  address 
more  innovative  derivative  instruments  both  on  and  off  exchange 
as  existing  resources  become  stretched.   The  Commission's  edsility 
to  fulfill  its  mandated  progremis,  ensuring  the  financial 
integrity  and  economic  ability  of  futures  and  options  markets 
while  protecting  against  market  manipulation,  fraud,  and  other 
abuses  will  be  negatively  affected. 

With  the  reduction  in  staff -years  for  FY  1994  the  Office  of 
Communication  and  Education  Services  will  not  be  able  to 
strengthen  its  outreach  educational  programs  which  will  in  fact 
deteriorate.   More  individualized  work  was  planned  to  develop 
resource  files  on  economic  and  legal  subject  areas  to  improve  the 
level  of  knowledge  about  the  Commission  cunong  concerned  members 
of  the  press.   OCES  also  planned  to  institute  a  pilot  program  of 
streaunlined  information  storage  and  retrieval  with  an  electronic 
storage  system.   A  reduced  budget  will  jeopardize  these  projects. 
However,  OCES  will  continue  to  provide  information  to  the  public 
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and  will  cooperate  with  the  NFA  in  providing  an  industry-wide 
clearinghouse  for  consumer  information. 

The  Office  of  the  Secretariat  will  continue  to  provide 
administrative  support  to  the  Commission,  manage  records,  and 
processing  FOIA,  Privacy  and  Sunshine  Act  requests.   The  planned 
expansion  of  the  Secretariat's  records  automation  program  will 
have  to  be  put  on  hold  until  previous  year  staffing  levels  can  be 
restored. 

In  the  coming  year,  the  Office  of  Congressional  and  Govern- 
mental affairs  will  continue  to  respond  to  the  increased  level  of 
Congressional  interest  in  the  functions  and  operations  of  the 
futures  markets  and  the  jurisdiction  of  the  Commission.   The 
Office  also  will  continue  to  develop  and  enhance  the  working 
relationship  between  the  CFTC,  appropriate  Congressional  offices, 
other  federal  agencies,  and  the  states.   These  activities  will 
focus  on  sharing  information  and  providing  background  for  pro- 
posed legislative  actions  as  the  Commission  completes  its 
reauthorization  process.   Because  of  the  budget  reduction,  the 
Commission's  ability  to  keep  the  Congress  adequately  apprised  of 
Commission  and  market  activities  and  to  handle  Congressional 
correspondence  in  an  expeditious  fashion  will  be  diminished. 

In  FY  1994,  the  Office  of  the  Inspector  General  will  contin- 
ue its  review  of  Commission  activities  as  required  by  the  Inspec- 
tor General  Act.   Resources  will  be  devoted  to  a  continuing 
review  of  the  development  of  an  internal  training  program,  the 
effectiveness  of  the  professional  reci-uitment  process,  the 
agency's  response  to  the  automation  of  trading  systems,  the 
evolving  agency  financial  management  system,  exchange  rule 
enforcement  reviews,  and  external  education  programs.   The  budget 
shortfall  will  mean  annual  imprest  audits  will  no  longer  be  done 
in  regional  offices  and  participation  in  external  OIG  audits  will 
also  cease. 
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ENFORCEMENT 

The  Division  of  Enforcement  is  the  law  enforcement  arm  of 
the  Commission.   It  operates  an  enforcement  program  which  seeks 
to  foster  compliance  with  the  provisions  of  the  Commodity  Ex- 
change Act  and  Commission  regulations  through  effective  civil, 
administrative,  and  criminal  prosecution  of  violators. 

Sections  6(c)  and  8  of  the  Commodity  Exchange  Act  authorize 
investigations  of  trade  practice  abuses,  fraudulent  sales  prac- 
tices, manipulative  activities,  and  other  violations  of  the  Act. 
The  Division  of  Enforcement  initiates  these  investigations  based 
on  information  obtained  by  Commission  surveillance  and  oversight 
staff,  referrals  from  federal  and  state  government  agencies  and 
self -regulatory  organizations,  public  inquiries  such  as  customer 
complaints  received  through  the  Commission's  reparations  program, 
and  other  sources. 

Commission  investigations  may  result  in  enforcement  prose- 
cutions either  in  federal  district  court  or  before  the  Commis- 
sion's administrative  law  judges.   Such  civil  and  administrative 
prosecutions  serve  to  restrain  and  deter  individuals  and  firms 
from  victimizing  customers  and  other  market  users  through 
fraudulent  and  deceitful  practices.   Prosecutions  under  the  Act 
and  Commission  regulations  also  protect  the  legitimate  hedging 
and  pricing  functions  of  futures  markets  from  the  economic 
inefficiencies  created  by  fraud  and  other  abuse.   As  a  result, 
enforcement  activities  operate  to  strengthen  investor  confidence 
in  the  integrity  and  utility  of  commodity  futures  and  option 
markets . 

After  initial  civil  or  administrative  prosecution,  the 
Enforcement  program  provides,  where  practical,  for  follow-up 
through  contempt  proceedings  and  other  actions  to  obtain  compli- 
ance with  court  and  Commission  orders.   The  Enforcement  Division 
refers  criminal  violations  to  the  Department  of  Justice  for 
prosecution  and  provides  expert  assistance  to  state  and  federal 
prosecutors  to  the  extent  that  resources  allow. 

CFTC  enforcement  actions  cover  such  diverse  and  complex 
violations  as: 

-  cheating  and  defrauding  of  customers  through  fraudulent 
sales  solicitations,  often  via  telemarketing; 

-  other  forms  of  cheating  and  defrauding  by  commodity 
professionals,  including  churning,  misallocation  of 
trades,  and  unauthorized  trading; 

-  floor  trading  abuses,  which  can  result  in  customer  fraud, 
and  include  bucketing  of  orders,  accommodation  trades, 
prearranged  trading,  wash  trades,  fictitious  trading. 
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causing  non-bona  fide  prices  to  be  reported,  and 
noncompetitive  execution  of  customer  orders; 

-  misuses  of  customer  funds; 

-  price  manipulations; 

-  sale  of  illegal  commodity  instruments; 

-  violations  of  reporting  requirements; 

-  violations  of  financial  integrity  regulations; 

-  violations  of  recordkeeping  requirements; 

-  misrepresentations  by  commodity  pool  operators  and 
commodity  trading  advisors  of  trading  results  or 
fee  arrangements;  and 

-  violations  of  speculative  position  limits. 

The  staff  also  investigates  and  prosecutes  cases  involving 
persons  who  may  be  unfit  to  be  registered  as  floor  brokers  and 
floor  traders  under  the  Commodity  Exchange  Act. 

Investigations  and  litigation  under  the  Commodity  Exchange 
Act  often  are  complex  and  document  intensive.   The  Commodity 
Exchange  Act,  in  its  present  form,  is  relatively  new  and  has  been 
the  subject  of  limited  judicial  interpretation.   In  addition,  the 
development  of  innovative  financial  instruments  in  recent  years 
has  led  to  judicial  decisions  adopting  novel  interpretations  of 
the  Act's  jurisdictional  provisions.   Unsettled  legal  issues  thus 
can  and  sometimes  do  arise  in  enforcement  actions  and  other 
litigation  under  the  Act.   The  Futures  Trading  Practices  Act  of 
1992  includes  significant  amendments  and  new  authorities  that  may 
add  to  the  issues  for  possible  litigation.   Moreover,  federal 
district  judges  often  have  little  experience  with  futures 
industry  practices  and  products,  and  can  require  a  good  deal  of 
background  information  during  the  course  of  a  case.   These 
factors  and  others  increase  the  need  for  enforcement  resources. 

Resource  Changes  (FY  1994) 

In  keeping  with  the  reductions  in  the  President's  budget, 
the  Commission  anticipates  the  Enforcement  Program  FY  1994  will 
be  decreased  by  $177,000  and  12  staff  years  below  the  previously 
authorized  level.   Total  request  for  FY  1994:   $12,252,000. 
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FY  1992 
Actual 


FY  1993 
Estimate 


FY  1994 
Request 


$  9 

103 

$   9 

367 

$  8 

772 

961 

812 

838 

2 

151 

2 

250 

12 

252 

$12 

215 

$  12 

,429 

$12 

252 

Staff -Years  (FTE) ;  157         152         140 

Obligations  (OOP)  : 
Comp/Benef its 
Other  (Direct) 
Other  (Pro  rata) 

Total 

Accomplishments  (FY  1992) 

The  Division  devoted  over  68  percent  of  its  professional 
operational  staff  hours  to  investigations  and  cooperative  en- 
forcement matters  during  FY  1992.   Compared  with  the  prior  fiscal 
year,  this  represents  approximately  a  2  percent  increase  in  the 
level  of  professional  resources  devoted  to  those  general  areas. 
These  efforts  led  to  the  completion  of  131  investigations  during 
the  fiscal  year.   The  Commission  also  opened  70  new  investiga- 
tions during  the  fiscal  year,  which  were  added  to  the  workload  of 
165  investigations  pending  at  the  beginning  of  the  fiscal  year. 

As  has  been  the  case  in  recent  years,  during  this  fiscal 
year  the  vast  majority  of  the  Division's  investigative  efforts 
involved  fraud  and  trade  practice  natters.   Indeed,  open  trade 
practice  and  fraud- related  matters  historically  have  accounted 
for  the  highest  concentrations  of  both  investigation  and  litiga- 
tion resources  in  the  Division. 

As  part  of  its  investigative  efforts,  the  Commission  contin- 
ued its  investigation  of  trading  practices  on  New  York  futures 
exchanges.   As  of  the  end  of  FY  1992,  the  Commission  had  alleged 
that  a  total  of  37  persons  and  6  firms  engaged  in  violations 
involving  floor  trading  that  include  fraud,  non- competitive 
execution  of  trades,  bucketing  of  customer  orders,  and  failure  to 
retain  required  trading  records.   By  the  end  of  FY  1992,  fifteen 
individuals  and  all  six  firms  had  entered  into  settlements  with 
the  Commission.   Pursuant  to  these  settlements,  fourteen  of  the 
fifteen  individuals  agreed  to  the  revocation  of  their  floor 
broker  registrations.   In  addition,  seven  individuals  and  three 
firms  agreed  to  pay  civil  monetary  penalties  totalling  $865,000. 

In  conjunction  with  the  civil  investigation  of  trading 
practices  on  New  York  exchanges,  Division  staff  worked  with  the 
U.S.  Attorney's  office  in  New  York  and  the  Postal  Inspection 
Service  prosecuting  criminal  indictments.   In  FY  1992,  five 
individuals  were  sentenced  after  earlier  guilty  pleas  to  various 
counts  of  conspiracy  and  commodity  fraud.   Division  investigators 
provided  substantial  assistance  to  the  criminal  investigation  and 
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two  Division  attorneys  were  designated  as  Special  Assistant  U.S. 
Attorneys . 

Investigations  of  possible  trade  practice  abuses  are  a 
central  part  of  the  Commission's  regulation  of  futures  and 
commodity  options  exchanges.   These  investigations  necessarily 
require  substantial  resources.   Improvements  in  the  audit  trail 
which  help  to  detect  potential  trading  abuses  have  not  eliminated 
the  need  for  painstaking  examination  of  trading  records  to 
acquire  the  type  and  amount  of  admissible  evidence  needed  to 
prove  trade  practice  violations  in  an  enforcement  action.   Thus, 
trade  practice  investigations  generally  require  staff 
investigators  and  attorneys  to  obtain  and  review  voluminous 
records,  often  stemming  from  very  active  markets.   The  Division's 
efforts  in  this  area,  however,  should  yield  future  benefits  by 
acting  as  a  deterrent  because  they  establish  the  principle  that 
serious  violations  of  the  commodities  law  on  the  exchange  floors 
will  be  vigorously  prosecuted. 

Trade  practice  matters  usually  involve  floor  brokers  and 
traders,  who  are  not  members  of  the  NFA  and,  accordingly,  are 
beyond  its  sanctioning  authority.   Similarly,  exchange  discipli- 
nary proceedings  can  address  only  conduct  on  the  particular 
exchange  and  impose  penalties  that  relate  solely  to  that  ex- 
change.  In  contrast,  the  Commission  can  prohibit  individuals  and 
firms  from  trading  on  all  exchanges.   Consequently,  only  the 
Commission  can  fully  investigate  and  sanction  the  entire  range  of 
trade  practice  violations,  which  can  defraud  customers  and 
seriously  impair  the  price  discovery  and  hedging  functions  of  the 
futures  markets. 

The  other  primary  prong  of  the  Division's  investigative 
resource  commitment,  investigations  of  possible  fraud,  in  large 
part  manifest  the  Commission's  continued  attention  to  solicita- 
tion fraud,  often  involving  telemarketing.   Along  with 
prosecuting  both  unregistered  and  registered  firms  that  engage  in 
boiler  room  style  sales  practices,  the  Division  has  increased  its 
efforts  to  obtain  administrative  and  other  remedies  from  individ- 
ual salespersons  who  engage  in  fraud.   The  percentage  of  Division 
professional  time  devoted  to  investigations  of  such  associated 
persons  more  than  doubled  during  FY  1992.   While  the  Division 
concentrates  resources  on  firm-wide  and  office-wide  fraudulent 
practices,  investigations  and  prosecutions  of  individuals  should 
signal  to  brokers  that  they  risk  their  personal  licenses, 
potential  monetary  penalties,  and  other  sanctions  if  they  deal 
fraudulently  with  their  customers. 

The  Division  also  has  continued  investigative  efforts 
directed  to  possible  fraud  by  commodity  pool  operators  ("CPOs") 
and  commodity  trading  advisors  ("CTAs").   These  efforts  have 
accompanied  a  general  increase  in  the  amount  of  managed  funds  and 
the  number  of  commodity  pools  and  managed  accounts.   An  industry 


432 

31 

group  estimates  that  total  managed  futures  accounts  grew  from 
roughly  $16  billion  at  the  end  of  1989  to  roughly  $25  billion  as 
of  September  30,  1992.   The  number  of  registered  CTAs  and  CPOs 
also  rose  during  that  time.   During  the  same  period,  the  number 
of  open  Division  investigations  in  the  CPO/CTA  fraud  area 
increased  by  nearly  two- thirds. 

Along  with  increased  investigative  efforts,  the  Division 
continued  to  litigate  significant  enforcement  cases  during  the 
fiscal  year.   Nearly  30  percent  of  the  Division's  professional 
staff  hours  during  FY  1992  were  devoted  to  litigating  cases 
brought  before  federal  courts  and  Commission  ALJs.   During  FY 
1992,  the  Commission  filed  18  civil  injunctive  actions  and  36 
administrative  proceedings.   The  staff  added  these  cases  to  its 
existing  workload  of  122  cases  pending  at  the  beginning  of  the 
fiscal  year.   Fifty-nine  cases  were  completed  during  the  same 
period. 

Sixty- four  percent  of  the  professional  staff  resources  that 
were  devoted  to  litigation  during  the  fiscal  year  were  spent  on 
fraud- related  cases.   For  the  most  part,  the  alleged  fraud  was 
conducted  through  telemarketing.   Fraud  matters  historically  have 
been  the  Division's  highest  priority,  with  resource  demands  in 
this  area  consistently  near  or  above  60  percent  of  the  Division's 
total  professional  staff  time  during  the  last  five  fiscal  years. 

During  FY  1992,  litigation  alleging  trade  practice  abuses  on 
exchange  floors  accounted  for  the  second  highest  concentration  of 
Division  litigation  resources.   Moreover,  in  addition  to  civil 
administrative  enforcement  matters,  the  Division  has  committed 
enforcement  resources  to  the  joint  criminal  investigations  of 
trading  practices  on  the  major  Chicago  and  New  York  exchanges. 
During  FY  1992,  the  Commission  also  brought  administrative 
actions  against  five  individuals  who  were  indicted  and  either 
pled  or  were  found  guilty  as  a  result  of  the  joint  investigation 
and  prosecution  of  trading  abuses  on  the  floors  of  the  two 
Chicago  exchanges. 

As  part  of  its  federal  court  litigation,  in  appropriate 
circiamstances  the  Division  has  continued  to  use  authority  to  seek 
ex  parte  restraining  orders.   That  authority  was  granted  to  the 
Commission  in  the  1986  Amendments  to  the  Act.   The  Division  has 
obtained  such  ex  parte  orders  from  federal  courts  in  51  cases, 
including  12  in  FY  1992. 

The  Division  continued  its  program  to  educate  state,  local, 
and  federal  civil  and  criminal  officials  about  the  Commodity 
Exchange  Act  and  commodity  related  fraud.  The  Division's  State - 
Federal  Liaison  Unit  organizes  and  presents  educational  programs 
for  law-enforcement  officials,  with  support  from  other  staff  of 
the  Division  of  Enforcement  and  other  operating  divisions  of  the 
Commission.   The  lectures  and  materials  provided  to  the  partici- 
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pants  describe  the  operations  of  legitimate  commodity  markets, 
the  methods  employed  by  commodity  bucket  shop  operators,  and 
approaches  for  investigating  and  prosecuting  commodity  related 
offenses.   Workshops  are  held  both  independently  and  in  conjunc- 
tion with  other  training  programs  sponsored  by  various  state  and 
federal  agencies  such  as  state  securities  offices,  the  FBI,  and 
the  North  American  Securities  Administrators  Association. 

During  FY  1992,  the  Division  conducted  such  programs  in 
Pittsburgh,  Pennsylvania;  Oklahoma  City,  Oklahoma;  Tallahassee, 
Florida;  Portland,  Oregon;  Seattle,  Washington;  Santa  Fe,  New 
Mexico;  and  Boston,  Massachusetts.   Panelists  or  attendees 
included  representatives  of  United  States  Attorneys'  Offices, 
District  Attorneys'  offices.  State  Attorneys'  General  offices, 
the  FBI,  United  States  Postal  Inspection  Service,  United  States 
Customs  Service,  Securities  and  Exchange  Commission,  Federal 
Trade  Commission,  National  Futures  Association,  Internal  Revenue 
Service,  state  securities  and  banking  regulators,  and  state  and 
local  police.   In  addition.  Division  staff  participated  in  two 
regional  meetings  of  the  North  American  Securities  Administrators 
Association  (NASAA) ,  the  75th  Annual  Fall  Conference  of  NASAA, 
and  the  Southwest  Securities  Conference  in  Bandera,  Texas. 

The  Commission  also  continued  to  participate  in  the 
interagency  Securities  and  Commodities  Fraud  Working  Group.   The 
group  was  organized  to  facilitate  and  encourage  effective  prose- 
cution of  fraud  involving  securities  and  commodities.   Partici- 
pants include  various  United  States  Attorneys,  the  Securities  and 
Exchange  Commission,  Federal  Trade  Commission,  FBI,  IRS,  the 
Postal  Inspection  Service,  the  National  Association  of  Attorneys 
General,  state  enforcement  officials,  and  various  securities  and 
futures  exchanges.   During  FY  1992  the  Commission  also  began  to 
participate  in  a  newly- formed  interagency  working  group  on 
telemarketing  fraud. 

The  Division  also  was  active  in  international  information 
sharing  and  enforcement  matters.   On  July  7,  1992,  The  Commission 
signed  separate  Memoranda  of  Understanding  (MOUs)  with  the 
Ontario  Securities  Commission  ("OSC")  and  the  Commission  des 
Valeurs  Mobilieres  de  Quebec  ("CVMO").   These  MOUs  enable  the 
Commission  and  the  two  Canadian  authorities  to  engage  in 
information  sharing  and  cooperative  investigations  to  secure 
compliance  with  their  respective  laws  and  regulations.   The  MOUs 
provide  for  a  broad  range  of  assistance.   For  example,  pursuant 
to  these  agreements  the  authorities  may  use  their  compulsory 
powers  in  conducting  investigations  of  persons  and  companies  on 
behalf  of  one  another.   The  OSC  and  CVMQ  currently  possess  the 
power  to, compel  testimony  and  information  upon  request  of  a 
foreign  authority.   The  Commission's  recently  enacted 
reauthorization  legislation  provides  similar  power  to  the  CFTC. 
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During  May  of  1992,  the  Division  represented  the  Commission 
at  the  annual  Wilton  Park  International  Securities  Regulators 
Conference,  sponsored  by  the  United  Kingdom  Department  of  Trade 
and  Industry.   The  conference,  which  focuses  principally  on 
current  international  enforcement  issues  facing  futures  and 
securities  regulators,  included  discussion  of  problems  arising 
from  use  of  bearer  share  corporations  to  conceal  ownership  of 
securities  and  futures  transactions,  and  difficulties  regulators 
face  in  seeking  to  enforce  their  judgments  on  a  cross-border 
basis. 

During  FY  1992,  Division  staff  continued  to  assist  in 
preparing  submissions  to  Congressional  committees  in  connection 
with  the  Commission's  reauthorization  process.   Reauthorization 
legislation  signed  into  law  on  October  28,  1992,  includes 
provisions  that  enhance  the  Commission's  ability  to  assist 
foreign  futures  authorities  in  investigations,  increase  sanctions 
for  violations  of  the  Act,  and  streamline  the  imposition  of  civil 
monetary  penalties  in  Commission  administrative  enforcement 
actions . 

Civil  Injunctive  Actions:   The  civil  injunctive  actions 
brought  and  injunctive  relief  ordered  during  FY  1992  in  the 
federal  district  courts  included: 

o    An  order  by  a  federal  district  court  directing  the 

defendant,  who  acted  as  an  unregistered  FCM,  to  dis- 
gorge $1,427,686  for  distribution  to  customers. 

o    An  injunctive  action  alleging  that  an  individual  and 

two  firms  solicited  funds  from  the  public  on  behalf  of 
two  investment  pools  without  proper  registration  and 
failed  to  provide  investors  with  required  disclosure 
documents.   On  the  day  the  complaint  was  filed,  the 
court  issued  an  ex  parte  order  freezing  the  defendants' 
assets,  granting  Commission  access  to  books  and  re- 
cords, and  ordering  the  defendants'  to  stop  all  solici- 
tations.  Within  two  days  of  that  order,  approximately 
$2.5  million  in  assets  was  located  and  frozen. 

o    The  filing  of  an  injunctive  complaint  against  two  firms 
and  four  individuals  alleging  that  the  defendants 
offered  and  sold  illegal  off-exchange  futures  contracts 
in  precious  metals  and  engaged  in  fraudulent  sales 
practices.   The  day  after  the  complaint  was  filed,  the 
court  issued  an  £x  parte  order  freezing  the  defendants' 
assets  and  granting  Commission  access  to  the  defendan- 
ts' books  and  records.   The  court  also  appointed  an 
■  equity  receiver.   Thus  far,  $250,000  has  been  brought 
under  his  control.   Subsequently,  the  court  issued  a 
preliminary  injunction  continuing  the  previously  or- 
dered relief. 
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o    An  injunctive  complaint  alleging  that  an  FCM,  CTA  and 
four  individuals  violated  various  sections  of  the  Act 
and  Regulations  in  connection  with  the  solicitation  and 
trading  of  customer  accounts.   One  firm  and  two  indi- 
viduals have  consented  to  orders  preliminarily  enjoin- 
ing further  violations  of  the  nature  alleged. 

o    The  filing  of  an  injunctive  complaint  against  an  unreg- 
istered firm  and  two  individuals  alleging  that  the 
defendants  engaged  in  the  illegal  offer  and  sale  of 
off -exchange  futures  contracts  for  precious  metals  and 
fraud  in  connection  with  the  alleged  sale  of  those 
contracts.   All  the  defendants  have  consented  to  the 
entry  of  a  preliminary  injunction  enjoining  future 
violations  of  the  nature  alleged,  freezing  assets,  and 
protecting  and  granting  Commission  access  to  books  and 
records.   The  federal  district  court  also  appointed  an 
equity  receiver  and  thus  far  $50,000  has  been  brought 
under  her  protection. 

o    The  filing  of  an  injunctive  complaint  against  an 

individual  alleging  that  he  illegally  traded  futures 
contracts  while  subject  to  both  statutory  and 
Commission  ordered  trading  prohibitions.   The 
individual  had  been  statutorily  prohibited  from  trading 
because  he  failed  to  pay  a  reparations  award.   His 
trading  also  violated  a  trading  ban  imposed  in  a 
previous  Commission  enforcement  case  which  alleged  that 
he  violated  the  statutory  prohibition.   The  individual 
consented  to  the  entry  of  a  permanent  injunction. 

o    The  filing  of  separate  injunctive  cases  against  three 
firms  (and  their  officers)  alleging  that  their  sales 
practices  violated  the  anti- fraud  provisions  of  the 
Act.   The  complaints  allege  that  the  defendants  made 
false,  deceptive  and  misleading  statements  in 
connection  with  the  solicitation  and  trading  of 
customer  accounts. 

Administrative  Proceedings:  In  the  administrative  fomm, 
the  Commission's  cases  filed  and  settlements  reached  during  FY 
1992  included: 

o    The  acceptance  of  offers  of  settlement  from  a  firm  and 
an  individual  who  were  charged  with  violating  specula- 
tive position  limits  for  pork  belly  futures.   The  firm 
also  was  charged  with  violating  previously  entered 
Commission  cease  and  desist  orders.   The  individual's 
settlement  resolved  a  pending  complaint  which  was 
cimended  as  to  him  the  day  his  settlement  was  accepted. 
He  agreed  to  the  entry  of  a  cease  and  desist  order,  a 
registration  revocation,  and  to  pay  a  $150,000  civil 
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monetary  penalty.   He  also  agreed  to  a  two  month  trad- 
ing prohibition  and  an  additional  six  month  prohibition 
on  trading  pork  belly  futures  and  options.   The  firm 
settled  new  charges  against  it  by  agreeing  to  the  entry 
of  a  cease  and  desist  order  and  a  $440,000  civil  mone- 
tary penalty. 

The  filing  of  an  eight  count  administrative  complaint 
charging  four  floor  brokers  with  fraud  in  the  handling 
of  customer  orders.   Generally,  the  transactions  at 
issue  involve  non- competitive  trading  to  enable  the 
executing  broker  to  take  the  opposite  side  of  his 
customer  orders,  or  the  opposite  side  of  the  order  of 
an  affiliated  broker.   The  transactions  also  involved 
illegal  offsets  and  changing  prices  on  orders  to 
benefit  other  traders  to  the  detriment  of  customers. 

The  filing  of  a  23  count  administrative  complaint 
against  five  individuals  and  two  corporations  alleging 
fraud  and  trade  practice  violations.   The  complaint 
alleges,  among  other  things,  that  the  respondents  non- 
competitively  executed  trades  which  resulted  in  wash 
and  fictitious  sales  and  caused  non  bona  fide  prices  to 
be  reported.   The  complaint  further  alleges  that  on 
over  200  occasions,  the  respondents  traded  opposite 
customer  orders  without  the  customers'  permissions. 

An  administrative  complaint  charging  an  FCM  and  three 
of  its  officers  with  violating  the  anti-fraud  provi- 
sions of  the  Act  and  Regulations  in  connection  with  the 
solicitation  of  exchange -traded  commodity  options.   One 
of  the  individuals  settled  the  charges  against  him  by 
consenting  to  the  entry  of  a  cease  and  desist  order  and 
agreeing  never  to  seek  registration  with  the  Commission 
in  any  capacity. 

Five  separate  actions  charging  current  and  former  floor 
brokers  with  non- competitive  trading  and,  with  one 
exception,  violating  trade  practice  and  anti- fraud 
provisions  of  the  Act  and  Commission  Regulations.   One 
individual  settled  the  charges  against  him  by  consent- 
ing to  the  entry  of  a  cease  and  desist  order,  a  regis- 
tration revocation  and  suspension  of  his  trading  privi- 
leges.  The  proceedings  against  the  remaining  respon- 
dents are  continuing. 

The  filing  and  simultaneous  settlement  of  an  adminis- 
trative complaint  charging  five  related  firms  and  seven 
individuals  with  illegally  offering  and  selling  off- 
exchange  futures  contracts  to  members  of  the  general 
public.   The  complaint  also  charges  two  of  the  firms 
with  fraud  in  connection  with  the  offer  and  sale  of 
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those  contracts.   With  one  exception,  all  the  respon- 
dents agreed  to  the  entry  of  cease  and  desist  orders, 
permanent  trading  prohibitions  and  the  payment  of  a 
joint  $140,000  civil  monetary  penalty.   One  respondent 
agreed  to  the  entry  of  a  cease  and  desist  order  and  a 
five  year  trading  prohibition. 

o    The  filing  of  an  administrative  complaint  against  an 
FCM  and  CPO  and  three  of  its  owners  alleging 
noncompetitive  trading  and  fraud  in  connection  with  the 
trading  of  copper  futures  and  options  contracts,  and 
with  various  recordkeeping  and  reporting  violations. 

o    An  administrative  complaint  charging  an  FCM  and  two 
individuals  with  violating  various  recordkeeping, 
registration  and  supervision  provisions  of  the  Act  and 
Regulations.   All  three  respondents  simultaneously 
agreed  to  the  entry  of  cease  and  desist  orders  and  to 
pay  civil  monetary  penalties  totalling  $247,000. 

Relief  Obtained:   In  administrative  proceedings  completed 
during  the  fiscal  year,  civil  penalties  totalling  $5,815,500  were 
imposed,  of  which  $1,439,000  is  subject  to  appeal.   Sanctions  and 
other  relief  obtained  in  civil  injunctive  and  administrative 
cases  during  FY  1992  were  as  follows: 

o    Persons  preliminarily  enjoined:  24 

o    Persons  permanently  enjoined:  56 

o    Persons  against  whom  cease  and 

desist  orders  were  entered:  112 

o    Persons  whose  registrations  were 

either  suspended,  denied  or  revoked:  69 

o    Persons  prohibited  from  trading:  55 

o    Number  of  persons  subject  to  civil 

penalty  assessments:  72 

o    Dollar  eunount  of  civil  penalty 

assessments:  $5,815,500 

In  addition,  as  a  result  of  the  Commission's  civil  injunc- 
tive actions,  approximately  $420,000  in  customer  funds  and  other 
assets  were  placed  under  the  protection  of  receivers  for  eventual 
distribution  to  customers  and  an  additional  $2.5  million  was 
frozen  in  another  case. 

Assistance  in  Criminal  Actions:   In  addition  to  bringing 
civil  and  administrative  proceedings  on  behalf  of  the  Commission, 
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the  enforcement  staff  provided  expert  investigative  and  technical 
support  to  United  States  Attorneys'  offices  for  the  investigation 
and  prosecution  of  criminal  violations  of  the  Act  and  other 
statutes.   During  FY  1992,  such  cases  included: 

o    The  sentencing  of  an  individual  to  three  years  proba- 
tion, a  $50,000  fine  and  an  order  to  make  restitution 
to  defrauded  customers.   Previously  the  individual  pled 
guilty  to  one  count  each  of  conspiracy  and  commodities 
fraud. 

o    The  sentencing  of  an  individual,  who  previously  pled 
guilty  to  one  count  of  commodities  fraud,  to  three 
years  probation,  a  $5,000  fine  and  500  hours  community 
service . 

c    The  sentencing  of  an  individual,  who  previously  pled 

guilty  to  one  count  of  commodities  fraud,  to  two  years 
probation  and  200  hours  community  service. 

o    The  simultaneous  service  of  a  federal  court  ex  parte 

order  obtained  in  a  Commission  injunctive  action  and  a 
search  warrant  in  connection  with  a  joint  investigation 
by  the  Commission,  the  FBI,  the  U.S.  Postal  Inspection 
Service  and  the  San  Diego  Boiler  Room  Fraud  Task  Force. 

Planned  Activities  (FY  1993) 

The  Commission's  FY  1993  budget  anticipates  a  reduction  of 
14  staff  years  in  the  Division's  authorized  FTE  level- -more  than 
an  8  percent  reduction  in  the  Division's  size.   This  staff 
reduction  will  limit  the  Division's  ability  to  investigate  and 
prosecute  violations  of  the  Act  and  Commission  regulations. 

The  Commission  is  seeking  to  implement  its  FY  1993  budget 
through  a  hiring  freeze  and  staff  attrition.   This  situation 
already  is  impeding  law  enforcement  activities.   The  Division  of 
Enforcement  is  experiencing  an  increase  in  litigation  demands 
from  cases  filed  against  individuals  (who  have  incentives  to 
litigate  vigorously  to  preserve  their  licenses  and  personal 
trading  privileges)  and  significant  and  complex  fraud  and  other 
cases.   Once  a  lawsuit  is  filed,  the  Division  must  meet  court 
schedules  and  comply  with  resource  intensive  procedural 
requirements  such  as  civil  discovery  and  motions  practice.   As  a 
result,  ongoing  litigation  must  take  priority  over 
investigations,  which  can  be  conducted  on  more  flexible 
schedules.   As  investigations  are  completed,  the  Division's 
limited  resources  will  have  to  be  shifted  to  litigate  ensuing 
enforcement  actions.   The  problem  will  be  exacerbated  because  the 
Division  will  continue  to  face  litigation  demands  from  cases 
filed  in  prior  years.   As  a  result,  the  Division  is  likely  to 
close  or  delay  some  investigations.   The  Division  already  is 
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delaying  or  foregoing  bringing  some  new  cases  (including 
telemarketing  fraud  matters) ,  has  reduced  its  inventory  of 
ongoing  investigations,  and  is  delaying  or  stretching  out 
schedules  for  investigations  that  include  major  fraud 
allegations. 

Attrition  has  affected  units  unevenly,  requiring  the 
Division  to  assign  matters  that  ordinarily  would  be  handled  in 
one  unit  to  other  units.   Additional  attrition  may  reduce  or 
eliminate  the  Division's  ability  to  shift  resources  to  meet 
emergency  cases,  such  as  those  involving  sudden  financial 
problems  at  a  brokerage  firm  carrying  customer  funds,  or 
instances  where  individuals  appear  ready  to  abscond  with  large 
sums  of  customer  money.   This  situation  may  be  exacerbated  later 
in  the  fiscal  year  when  the  Commission  will  adopt  final 
regulations  requiring  the  registration  of  floor  traders  as 
required  by  the  Futures  Trading  Practices  Act  of  1992.   The 
Division  will  be  required  to  bring  and  litigate  proceedings 
against  any  individuals  who  are  subject  to  statutory 
disqualifications  but  who  nonetheless  seek  registration  under 
this  new  registration  requirement. 

Although  the  Division  will  attempt  to  continue  its  commit- 
ment of  staff  to  cooperative  law  enforcement  matters,  the  con- 
straints in  the  proposed  budget  will  likely  necessitate  reducing 
the  Division's  efforts  in  that  area  as  well.   For  example,  the 
Division  is  unlikely  to  have  the  resources  needed  to  provide  the 
type  of  significant  staff  support  that  was  crucial  to  the  success 
of  criminal  prosecutions  of  trading  abuses  in  New  York  and 
Chicago. 

Based  on  these  factors,  the  Division  estimates  that  it  will 
open  fewer  investigations  and  cases  in  FY  1993  than  in  FY  1992. 
Accordingly,  the  Division  estimates  that  it  will  open 
approximately  47  cases  and  complete  55  cases  during  FY  1993.   The 
Division  expects  to  open  65  investigations  and  complete  85  in  FY 
1993. 

Although  the  Division  will  continue  its  efforts  to  prosecute 
boiler-room  fraud  involving  futures  and  commodity  options,  with 
Enforcement  staff  level  reduced,  state  enforcement  agencies  may 
receive  very  limited  support  from  the  Commission  in  policing 
fraud  by  unregistered  firms.   State  agencies  face  their  own 
budget  constraints,  and  may  lack  the  jurisdiction  or  resources  to 
pursue  interstate  frauds  that  do  not  have  a  major  effect  on 
citizens  of  their  state.   These  factors  have  made  Commission 
enforcement  efforts  critical  in  this  area.   The  Division  now  may 
be  required  to  restrict  its  efforts  to  Commission  registrants- - 
those  individuals  and  firms  over  whom  the  Commission  has 
exclusive  jurisdiction.   Solicitation  fraud  and  abuses  on 
exchange  floors  will  continue  to  be  the  Division's  highest 
priorities. 
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Budget  constraints  also  will  influence  the  Division's 
ability  to  use  information  provided  by  computer  systems, 
particularly  those  used  to  assist  in  investigating  floor  trading 
fraud.   These  systems  aid  in  isolating  patterns  of  trading  which 
might  indicate  illegal  trading  schemes  for  detailed 
investigation.  As  a  result,  the  staff  can  undertake  large, 
sophisticated  analyses  of  trading  activity  more  efficiently  than 
possible  solely  through  manual  techniques.   The  additional  trade 
timing  data  available  as  a  result  of  the  audit  trail  cunendments 
to  Commission  Regulation  1.35(g)  has  further  enhanced  the  use  of 
the  systems.   Although  staff  will  continue  to  use  these  systems, 
the  Division  will  be  unable  to  pursue  some  of  the  many 
investigative  leads  provided  by  computer  identification  of 
trading  patterns . 

The  Division  will  continue  its  participation  in  the  inter- 
agency Securities  and  Commodities  Fraud  Working  Group  and  in  the 
Telemarketing  Fraud  Working  Group.   It  also  will  seek  to  maintain 
its  routine  contacts  with  the  Department  of  Justice  and  United 
States  Attorneys.   However,  while  the  Division  will  continue  to 
coordinate  with  other  agencies  and  encourage  federal  criminal 
prosecution  of  commodities  fraud  in  appropriate  circumstances,  it 
may  be  unable  to  provide  staff  to  work  on  specific  matters.   In 
addition,  the  Division  suspended  its  program  to  assist  state  and 
other  law  enforcement  officials  through  seminars,  and  will 
conduct  such  seminars  in  the  future  only  to  the  extent  that  funds 
are  available. 

Given  the  internationalization  of  futures  markets  and 
business  in  general,  the  Division  anticipates  that  it  more  of  its 
investigations  and  cases  will  involve  foreign  activity.   In 
addition,  as  has  been  the  case  in  recent  fiscal  years,  requests 
for  assistance  from  the  Division  by  foreign  governmental 
authorities  are  likely  to  increase.   The  Division  may  be  required 
to  curtail  its  cooperation  with  foreign  authorities,  which  may  in 
turn  jeopardize  the  Commission's  ability  to  obtain  reciprocal 
cooperation  in  its  own  enforcement  actions. 

Impact  of  the  Current  Level  (FY  1994) 

Continuing  the  reduced  staff  level  into  FY  1994  would 
compound  the  strains  on  the  enforcement  program.   To  deter  and 
detect  abuses  effectively,  the  enforcement  program  must  maintain 
a  credible  presence  throughout  the  industry.   Moreover,  the  in- 
creasingly sophisticated  nature  of  financial  transactions  and 
services  requires  a  commensurate  increase  in  the  intensity  and 
sophistication  of  enforcement  efforts.   The  Division  must  develop 
the  appropriate  new  expertise  while  continuing  to  police  tradi- 
tional abuses.   At  the  same  time,  the  Commission  must  retain  the 
flexibility  to  focus  additional  resources  when  needed  in  areas  of 
particular  concern. 
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The  projected  freeze  in  Division  staff  level  may  prevent  it 
from  achieving  these  goals.   A  continued  hiring  freeze  and 
attrition  may  reduce  some  Division  units  below  the  minimum  level 
needed  to  function  effectively.   At  its  reduced  level,  the 
Division  will  have  a  limited  ability  to  embark  on  aggressive 
investigations  and  prosecutions  of  both  trading  fraud  and  solici- 
tation fraud.   Cooperative  enforcement  efforts  such  as  those 
conducted  with  the  U.S.  Attorney's  Office  and  the  U.S.  Postal 
Inspection  Service  in  New  York,  may  be  nearly  impossible.   Thus, 
the  Division  will  focus  on  completing  pending  matters, 
particularly  filed  cases,  and  may  recommend  prosecuting  only 
egregious  violations.   It  would  likely  face  difficulties  in 
shifting  resources  to  meet  any  unexpected  needs. 

Impact  of  the  Reduced  Request  Level  (FY  1994) 

The  reduced  FY  1994  FTE  level  for  the  Commission  would 
result  in  eliminating  12  more  staff  years  from  the  Division's 
authorized  level.   At  the  resulting  140  FTE  level,  the  Division 
would  have  lost  more  than  the  total  amount  of  resources  added  to 
it  in  the  years  following  the  1989  indictment  of  48  persons  in 
Chicago  as  a  result  of  the  joint  Commission  and  Department  of 
Justice  undercover  operation. 

This  additional  staff  reduction  would  likely  be  translated 
into  a  proportionate  reduction  in  the  number  of  cases  and 
investigations  handled  by  the  Division,  as  well  as  further  delays 
in  investigations.   Although  the  Division  uses  automation  to 
improve  efficiency,  the  Division's  core  work  of  investigating  and 
prosecuting  violations  inherently  requires  hximan  resources. 
While  computers  can  assist  in  organizing  and  analyzing  data, 
tasks  such  as  interviewing  potential  witnesses,  reconstructing 
trading  from  original  records,  writing  motions  and  other 
pleadings,  and  appearing  before  courts  and  Administrative  Law 
Judges  simply  cannot  be  automated.   Thus,  the  Division  would 
respond  to  additional  staff  cuts  by  limiting  the  nature  and 
number  of  investigations  and  cases  it  pursues.   The  Division 
would  reduce  follow-up  on  some  investigative  leads,  and  would  not 
recommend  bringing  cases  in  some  areas  of  misconduct.   The 
Division  also  would  further  curtail  assistance  to  state  and  other 
federal  agencies.   Any  unexpected  events  would  require  the 
Division  to  abandon  or  halt  ongoing  cases  or  investigations  to 
shift  resources. 
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MARKET  SURVEILLANCE.  PRODUCT  DEVELOPMENT 
AND  MARKET  ANALYSIS.  AND  RESEARCH 

The  Market  Surveillance,  Product  Development  and  Market 
Analysis  (PDMA) ,  and  Research  program  conducted  by  the  Division 
of  Economic  Analysis  is  designed  to  ensure  that  markets  remain 
competitive  and  respond  to  underlying  supply  and  demand  factors 
by  detecting  and  preventing  threats  of  price  manipulation  or 
other  major  disruptions.   Futures  markets  that  are  free  of 
manipulation  and  other  anticompetitive  forces  can  most  effective- 
ly perform  their  vital  economic  functions  of  price  discovery  and 
risk  transfer.   The  program  accomplishes  its  objectives  by: 
(1)  monitoring  daily  all  actively- traded  futures  and  option 
contracts  on  all  exchanges  for  market  composition,  the  activity 
of  large  traders,  key  price  relationships,  and  supply  and  demand 
factors;  (2)  analyzing  the  terms  and  conditions  of  proposed  and 
existing  futures  and  option  contracts  to  assure  that  they  are  not 
inherently  susceptible  to  manipulation  or  price  distortion; 
(3)  monitoring  development  and  conducting  analysis  of  new  and 
innovative  instruments  that  may  contain  futures-  or  option- like 
components;  (4)  performing  special  economic  studies  and  analyses 
to  support  the  Commission's  programs;  and  (5)  providing  expert 
advice  on  the  economic  impact  of  the  Commission's  regulatory 
policies  and  decisions. 

Resource  Changes  (FY  1994) 

In  keeping  with  the  reductions  in  the  President's  budget, 
the  Commission  anticipates  the  Market  Surveillance,  Product 
Development  and  Market  Analysis  and  Research  programs  for  FY  1994 
will  be  decreased  by  $101,000  and  8  staff  years  below  the 
previously  authorized  level.   Total  request  for  FY  1994: 
$7,110,000. 

FY  1992      FY  1993      FY  1994 
Actual    Estimate     Request 

Staff  Years  (FTE) :  105  98  90 

Obligations  (000) ; 
Comp/Benef its 
Other  (Direct) 
Other  (Pro  rata) 

Total 


$  5,546 

$ 

5,436 

$  5,073 

550 

325 

336 

1,43$ 

1.450 

1.701 

$  7,532 

$ 

7,211 

$  7,110 
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MARKET  SURVEILLANCE 

Introduction 

'       The  primary  objective  of  the  Market  Surveillance  svibprograni 
is  to  detect  and  prevent  price  manipulation,  cJDusive  trading 
practices,  and  other  disruptive  market  situations.   Specifically, 
the  staff: 

Reviews  daily  market  developments  in  all  actively  traded 
futures  and  option  markets,  including  stock  indexes,  inter- 
est rates,  foreign  currencies,  petroleum  products,  precious 
and  industrial  metals,  and  agricultural  and  livestock  prod- 
ucts in  order  to  detect  and  prevent  manipulation  and  other 
market  disruptions; 

Maintains  contact  with  exchange  staffs  and  other  federal 
agencies  to  share  critical  information,  communicate  Commis- 
sion concerns,  and  coordinate  surveillance  activities; 

Maintains  contact  with  large  traders  regarding  positions, 
strategies,  and  delivery  intentions; 

Keeps  the  Commission  informed,  through  weekly  surveillance 
briefings,  of  significant  market  developments,  price  move- 
ments, and  potential  problems  that  may  require  Commission 
action  and  provides  the  Commission  with  in-depth  market 
analyses  and  special  reports  on  significant  market  events 
for  Commission  review  and  action; 

Enforces  the  Commission's  speculative  position  limits  and 
reviews  exchange  rule  enforcement  programs  regarding  specu- 
lative limit  rules  and  hedge  exemptions; 

Monitors  trading  for  noncompetitive  and  cdDusive  practices 
which  could  impair  the  market  functions  of  risk  transfer  and 
price  discovery; 

Assists  the  Division  of  Enforcement  in  the  investigation  and 
prosecution  of  suspected  violations  of  the  Commodity  Ex- 
change Act  and  the  Commission's  regulations  promulgated 
thereunder;  and 

Collects,  verifies,  and  processes  market  data  on  prices, 
open  interest,  trading  volume,  and  large  trader  positions 
and  activities,  and  publishes  market  statistics. 
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Resource  Changes  (FY  1994) 

In  keeping  with  the  reductions  in  the  President's  budget, 
the  Commission  anticipates  the  Market  Surveillance  Subprogram  for 
FY  1994  will  be  decreased  by  $74,000  and  6  staff  years  below  the 
previously  authorized  level.   Total  request  for  FY  1994: 
$4,843,000, 


Staff  Years  (FTE) ; 

Obligations  (000) ; 
Comp/Benef its 
Other  (Direct) 
Other  (Pro  rata) 

Total 


FY  1992 
Actual 

78 


FY  1993 
Estimate 

68 


FY   1994 
Reqxiest 

62 


$ 

4, 

,104 
178 

$ 

3,773 
136 

$ 

3, 

,520 
141 

— 

1, 

,068 

1,008 

— 

1 

,182 

$ 

5, 

,350 

$ 

4,917 

$ 

4, 

,843 

Accomplishments  (FY  1992) 

The  Market  Surveillance  subprogram  relies  on  daily  monitor- 
ing of  all  active  markets  and  related  large  trader  activities, 
market  prices,  and  supply  and  demand  factors  to  detect  and 
prevent  abusive  practices  which  could  disrupt  futures  and  option 
markets.   Large  traders  are  contacted  frequently  to  obtain 
current  information  on  their  positions,  delivery  intentions  and 
strategies.   Unusual  trader  activities,  short  supply  indications, 
or  abnormal  price  relationships  among  cash,  futures,  and  option 
markets  receive  immediate  analysis  from  surveillance  economists. 
These  economists  work  with  their  exchange  counterparts  to  share 
information  and  to  advise  traders  and  brokers  of  their  responsi- 
bilities for  assuring  an  orderly  liquidation. 

The  Market  Surveillance  staff  intensively  monitored  several 
live  cattle  futures  liquidations,  which  were  characterized  by 
highly- concentrated  futures  positions.   The  staff  also  assisted 
in  preparing  testimony  and  correspondence  related  to  price 
volatility  in  the  live  cattle  market.   The  staff  closely  moni- 
tored trading  activity  in  the  frozen  concentrated  orange  juice 
futures  market,  which  experienced  several  tight  liquidations  in 
which  prices  were  volatile  due  to  an  unexpectedly  small  crop. 
The  staff  also  closely  monitored  activity  during  tight  expira- 
tions of  the  platinxim  futures  contract. 

The  surveillance  staff  initiated  a  program  of  special  in- 
depth  Commission  briefings  providing  broad  historical  and  insti- 
tutional information  concerning  selected  markets.   These  brief- 
ings were  presented  for  the  corn,  live  cattle,  coffee,  gasoline, 
copper,  eurodollar,  and  stock  index  futures  markets. 
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The  surveillance  staff  reviewed  the  futures  market  activi- 
ties of  a  major  government  securities  dealer  and  its  customer 
accounts  associated  with  improper  actions  during  several  Treasury 
auctions.   The  staff  reviewed  trading  in  stock  index  futures  on 
November  15,  1991- -a  day  when  the  Dow  Jones  Industrial  Average 
declined  by  120  points.   The  staff  reviewed  Treasury  bond  cash 
and  futures  activity  on  selected  dates  in  response  to  concerns 
about  leaked  government  reports.   The  staff,  along  with  staff 
from  the  Securities  and  Exchange  Commission,  the  Treasury  Depart- 
ment, and  the  Federal  Reserve,  formed  a  working  group  for  sur- 
veillance of  trading  in  Treasury  instrviments . 

The  staff  developed  a  monthly  published  report  of  U.S.  and 
non-U. S.  banks'  participation  on  U.S.  futures  and  options  on 
futures  markets.   The  staff  also  completed  an  industry  survey 
concerning  the  extent  and  impact  of  minimum  price  contracts  on 
option  trading.   Also,  the  publishing  schedule  of  the  commitments 
of  traders  data  was  changed.   It  is  now  compiled  weekly  and 
published  every  other  friday. 

The  surveillance  staff  participated  in  a  working  group 
comprised  of  Commission  and  exchange  representatives  to  coordi- 
nate large  trader  reporting  and  aggregation  policies.   The  staff 
initiated  a  review  of  hard-copy  data  being  received  from  exchang- 
es which  resulted  in  an  approximate  70  percent  reduction  in  the 
volume  of  paper  received  from  these  exchanges.   The  staff  also 
reviewed  and  revised  reporting  levels  for  17  markets,  easing  the 
regulatory  burden  on  the  industry. 

Surveillance  staff  completed  a  section  of  the  rule  enforce- 
ment review  of  the  Commodity  Exchange,  Inc.,  analyzing  hedging 
exemptions.   The  staff  continues  to  conduct  a  review  of  the 
reporting,  surveillance,  and  speculative  limit  programs  at  two 
other  exchanges.   Staff  also  reviewed  23  applications  for  exemp- 
tions from  Federal  speculative  position  limits. 

Staff  prepared  a  Federal  Register  release  proposing  a  rule 
change  to  eliminate  the  application  requirement  for  exemption 
from  position  limits  that  CTAs  and  CPOs  whose  trading  is  con- 
trolled by  independent  account  controllers  are  required  to  file. 
The  staff  also  prepared  a  Federal  Register  release  proposing  to 
change  the  requirement  to  file  series  04  cash  reports  from  weekly 
to  monthly.   Staff  continued,  in  conjunction  with  other  divi- 
sions, a  program  for  enhanced  trading  floor  surveillance. 

Planned  Activities  (FY  1993) 

With  the  funded  staffing  level  of  68  staff  years  in  FY  1993 
the  Market  Surveillance  subprogram  would  be  approximately  14% 
smaller  than  in  FY  1992.   During  FY  1993,  both  total  trading 
volume  and  the  number  of  active  futures  and  options  markets  is 
expected  to  increase  by  about  ten  percent.   The  decrease  in 
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surveillance  staff  will  limit  the  ability  to  perform  the  in-depth 
market  surveillance  of  all  futures  and  option  markets. 

The  planned  FY  1993  staffing  will  also  make  it  more  diffi- 
cult to  detect  and  prevent  market  manipulation,  to  maintain 
contact  with  exchange  staffs  and  other  federal  agencies  to  share 
critical  information,  to  enforce  the  Commission's  speculative 
position  limits  and  to  assist  the  Division  of  Enforcement  in  on- 
going market  investigations  of  alleged  trading  abuses.   The  staff 
will  have  to  concentrate  its  efforts  on  the  most  actively  traded 
markets,  and  will  not  be  able  to  monitor  agricultural  and  certain 
options  markets  as  closely  as  in  FY  1992.   With  respect  to  large 
trader  reporting,  audits  of  FCMs  will  be  sharply  curtailed  and 
staff  will  pursue  only  the  most  egregious  errors  resulting  from 
internal  edits/audits  of  reported  data. 

Impact  of  the  Current  Level  (FY  1994) 

Total  trading  volume  and  a  number  of  active  markets  is 
expected  to  continue  to  increase  in  1994.   In  fact,  the 
introduction  of  computerized  trading  of  futures  and  options  may 
contribute  to  a  faster  growth  rate.   As  this  trading  increases 
the  ability  of  the  downsized  surveillance  staff  to  effectively 
detect  manipulation,  enforce  speculative  position  limits,  and 
assist  the  Division  of  Enforcement  in  ongoing  investigations  will 
be  diminished. 

Under  the  level  funded  in  FY  1993,  the  staff  will  not  be 
able  to  develop  and  maintain  the  degree  of  specialized  knowledge 
which  contributes  to  efficient  surveillance  of  the  rapidly 
expanding  number  of  diverse  contracts  that  have  been  created  in 
the  past  few  years.   The  increased  surveillance  workload  will 
have  to  be  accommodated  through  reduced  commodity  specialization 
and  less  floor  surveillance,  as  each  surveillance  economist's 
workload  is  increased,  and  through  reduced  quality  control 
regarding  reporting  of  surveillance  information.   In  addition, 
publication  of  market  data  may  also  be  curtailed.   Surveillance 
staff  also  will  be  forced  to  significantly  reduce  the  processing 
of  data  requests  from  outside  of  the  CFTC. 

Impact  of  the  Reduced  Request  (FY  1994) 

The  Market  Surveillance  request  for  FY  1994  is  reduced  by 
six  staff  years  from  FY  1993  levels,  which  were  already  at 
reduced  levels  relative  to  FY  1992.   The  Commission  believes  this 
is  the  minimum  level  necessary  to  effectively  run  this  program. 
However,  at  this  level  some  extremely  difficult  rationing 
decisions  will  be  necessary  to  accomplish  an  expanding  workload 
with  a  downsized  staff. 

The  increased  workload  for  surveillance  economists  will 
result  in  a  further  erosion  in  the  commodity  specialization  that 
is  critical  to  sound  decision  making  when  market  threats  suddenly 
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arise.   In  order  to  minimize  this  negative  effect,  the  surveil- 
lance program  will  increase  the  focus  of  its  resources  on  the 
most  active  futures  markets,  and  will  further  reduce  its  coverage 
of  low  volume  futures  markets  and  of  all  option  markets. 
Although  this  approach  will  preserve  the  Commission's  ability  to 
respond  to  market  problems  in  the  active  futures  markets,  it  will 
reduce  its  ability  to  prevent  manipulations  and  respond  to  other 
problems  in  these  less  active  markets. 

The  reduced  staffing  level  will  also  require  a  curtailment 
or  elimination  of  publications,  such  as  the  most  detailed  format 
of  the  Commitments  of  Traders  Report  and  the  stocks  of  grain 
reports  for  the  Kansas  City  and  Minneapolis  markets.   In 
addition,  the  Commission  may  no  longer  be  able  to  accommodate 
data  requests  from  researchers  and  other  members  of  the  public. 

If  the  Market  Surveillance  staff  is  reduced  below  the  FY 
1993  level,  but  not  as  low  as  62  staff  years,  the  Commission  will 
retain  a  better  degree  of  commodity  specialization,  particularly 
in  agricultural  markets.   This  subprogram  also  will  retain  the 
ability  to  conduct  more  FCM  audits  to  assure  the  accuracy  of 
surveillance  data  and  to  publish  the  stocks  of  grains  reports. 
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PRODUCT  DEVELOPMENT  AIJD  MARKET  ANALYSIS 

To  ensure  that  futures  and  option  markets  operate  effi- 
ciently without  market  disruption  or  price  manipulation,  the 
staff  in  the  Product  Development  and  Market  Analysis  Section 
reviews  each  application  for  contract  market  designation,  as  well 
as  proposed  changes  of  economic  significance  to  existing 
contracts.   Deficiencies  in  the  terms  and  conditions  of  futures 
and  option  contracts  increase  the  likelihood  of  cash,  futures,  or 
option  market  disruptions  and  also  decrease  the  economic  useful- 
ness and  efficiency  of  a  contract.   To  avoid  these  consequences, 
the  PDMA  staff  analyzes  the  following  issues  for  each  application 
and  proposed  rule  change  that  it  reviews:   (1)  conformity  of 
contract  terms  and  conditions  with  commercial  practices;  (2) 
adequacy  of  delivercible  supplies  or,  if  applicable,  cash  settle- 
ment procedures;  (3)  commercial  usefulness  of  the  contract;  and 
(4)  public  interest  implications,  as  appropriate. 

In  addition,  PDMA  staff  monitors  development  of  new  and 
innovative  instruments  that  may  contain  futures-  or  option- like 
components.   PDMA  staff  provides  economic  analysis  of  these 
instrximents  pursuant  to  Commission  Regulations  and  Interpreta- 
tions and,  when  appropriate,  provides  guidance  to  product  devel- 
opers.  Further,  PDMA  staff  formulates  recommendations  regarding 
modifications  and  amendments  to  Commission  regulations  and 
interpretations  in  consideration  of  evolving  market  practices. 

Resource  Changes  (FY  1994) 

In  keeping  with  the  reductions  in  the  President's  budget, 
the  Commission  anticipates  the  Product  Development  and  Analysis 
subprogram  for  FY  1994  will  be  decreased  by  $12,000,  and  staff 
years  will  remain  at  the  previously  authorized  level.   Total 
request  for  FY  1994:   $855,000. 

FY  1992      FY  1993      FY  1994 
Actual    Estimate     Request 

Staff  Years  (FTE) :  11  11  ll 

Obligations  (000) : 

Comp/Benef its  $    666  $     665  $    621 

Other  (Direct)  31  24  25 

Other  (Pro  rata)              1^    123.  209 

Total  $     847     $     867      $    855 

Accomplishments  (FY  1992) 

During  FY  1992,  the  Product  Development  and  Market  Analysis 
subprogrcun  completed  the  economic  reviews  of  24  applications  for 
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new  futures  contracts,  18  applications  for  new  option  contracts, 
and  137  rule  amendment  packages  for  existing  futures  and  option 
contracts.   The  total  number  of  new  contracts  approved  in  FY  1992 
set  a  record  for  a  single  fiscal  year. 

The  Commission  approved  in  FY  1992  the  innovative  "clean 
air"  futures  contract  of  the  Chicago  Board  of  Trade  (CBT) ,  based 
on  the  sulfur  dioxide  emission  allowances  to  be  issued  by  the 
U.S.  Environmental  Protection  Agency  pursuant  to  the  1990 
amendments  to  the  Clean  Air  Act.   By  providing  an  array  of 
futures  prices  and  a  means  of  hedging  price  risk,  this  contract 
can  enhance  the  growth  of  the  allowance  cash  market  and 
facilitate  long-term  planning  by  utilities.   This  would  help 
ensure  that  the  most  cost-effective  means  of  achieving  emissions 
reductions  is  undertaken. 

During  FY  1992  the  Commission  approved  a  large  number  of 
innovative  financial  futures  contracts  designed  to  meet  the 
specialized  hedging  needs  of  different  types  of  firms  in  the 
financial  sector.   For  example,  the  Commission  approved  two 
futures  contracts  based  on  different  types  of  insurance,  health 
and  homeowners,  submitted  by  the  CBT.   These  contracts,  which 
represented  the  first  insurance  contracts  to  be  considered  by  the 
Commission,  offer  primary  insurers,  underwriters  and  reinsurance 
companies  a  means  of  managing  the  risk  associated  with 
potentially  poor  underwriting  results  and  an  unanticipated 
greater  dollar  value  of  claims  for  a  particular  group  of 
policies . 

In  addition,  the  Commission  approved  new  stock- index  futures 
contracts  based  on  foreign  equities.   These  indexes  include  the 
Chicago  Mercantile  Exchange  (CME)  FT-SE  100  contract  representing 
stocks  of  large  United  Kingdom  companies  and  the  Commodity 
Exchange,  Inc.,  (COMEX)  Euro-top  100  contract  representing  stocks 
of  large  companies  throughout  Europe.   These  contracts  provide 
international  equity  portfolio  managers  and  other  institutional 
investors  with  an  additional  means  of  hedging  their  portfolios. 
The  Commission  approved  a  stock- index  futures  contract  submitted 
by  the  CME  based  on  intermediate-size  U.S.  companies- -the  S&P 
Midcap  400  contract. 

Other  innovative  financial  futures  contracts  approved  this 
fiscal  year  were  the  CBT  European  Currency  Unit  (ECU)  bond 
contract  and  the  CME  three-month  Euromark  time  deposit  contract. 
Also  approved  this  fiscal  year  was  the  MidAmerica  Commodity 
Exchange  (MCE)  three-month  Eurodollar  time  deposit  contract. 
Further,  the  Commission  approved  three  futures  contracts  based  on 
commodity  indexes- -the  CME ' s  Goldman  Sachs  commodity  index 
contract,  the  CBT's  CBOT  commodity  index  contract  and  the  CBT's 
agricultural  index  contract. 
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In  addition,  the  Commission  approved  the  CBT's  anhydrous 
ammonia  futures  contract,  the  second  contract  reviewed  by  the 
Commission  based  on  a  fertilizer.   This  new  contract  was  designed 
to  address  the  special  hedging  needs  of  fertilizer  industry 
firms.   The  Commission  also  approved  a  Brazil-dif f erential  coffee 
futures  contract  submitted  by  the  Coffee  Sugar  &  Cocoa  Exchange 
(CSCE) .   That  contract  has  features  designed  to  enhance  the 
hedging  opportunities  of  U.S.  coffee  merchants  and  other 
commercials  dealing  in  Brazilian  coffee  without  detracting  from 
the  liquidity  of  the  CSCE's  actively  traded  coffee  C  contract. 
Also  in  this  fiscal  year,  the  Commission  approved  the  New  York 
Cotton  Exchange  (NYCE)  European -based  Cotlook  World  Cotton 
contract  and  a  rough  rice  futures  contract  submitted  by  the  MCE. 
Another  novel  contract  approved  this  fiscal  year  was  the  CBT 
barge  freight  rate  futures  contract,  which  is  designed  to  provide 
a  hedging  device  for  grain  shippers  in  the  U.S.  midwest. 

In  FY  1992  the  Commission  approved  the  first  futures 
contracts  based  on  sour  (i.e. .  high- sulfur- content)  crude  oil, 
submitted  by  the  New  York  Mercantile  Exchange  (NYMEX) ,  the  U.S. 
Gulf  coast  delivery  sour  crude  oil  contract,  and  the  COMEX,  the 
Dubai  sour  crude  contract.   These  contracts  were  designed  as 
useful  hedging  vehicles  for  oil  industry  firms  that  produce, 
trade  and  refine  sour  crude  oil.   Another  innovative  future 
contract  approved  this  fiscal  year  was  the  COMEX  U.S.  Gulf  coast 
jet  fuel  contract.   This  contract  should  facilitate  hedging  and 
pricing  by  oil  refiners  and  marketers  as  well  as  airline 
companies  that  buy  or  sell  this  petroleum  product.   Also  in  this 
fiscal  year,  the  Commission  approved  the  NYMEX  Gulf  coast 
delivery  gasoline  contract. 

During  FY  1992  the  Commission  approved  the  CBT's  ferrous 
scrap  futures  contract.   This  contract,  which  represents  the 
first  contract  considered  by  the  Commission  based  on  scrap  metal, 
will  provide  a  risk  shifting  vehicle  for  scrap  dealers  and  users. 
Finally,  in  FY  1992  the  Commission  approved  the  COMEX  platinum 
and  palladium  futures  contracts. 

The  18  option  contracts  approved  by  the  Commission  in  FY 
1992  were  all  options  on  futures.   These  option  contracts  include 
three  agricultural  options- -the  NYCE  option  on  the  Cotlook  World 
Cotton  future,  the  NYCE  option  on  cotton  No.  2  futures  straddles 
and  the  MCE  option  on  rough  rice  futures.   In  addition,  three 
energy  options  submitted  by  the  NYMEX  were  approved  this  fiscal 
year- -the  natural  gas  option,  the  unleaded  gasoline/crude  oil 
futures  spread  option  and  the  heating  oil/crude  oil  futures 
spread  option.   The  Commission  also  approved  in  FY  1992  the  CBT 
clean  air  futures  option  and  the  COMEX  option  on  platinum 
futures . 

In  FY  1992,  the  Commission  also  approved  10  financial  option 
contracts.   These  contracts  include  three  stock  and  commodity 
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index  futures  options  submitted  by  the  CME--its  options  on  the 
FT-SE  100,  Goldman  Sachs  commodity  index,  and  Midcap  400  futures 
contracts.   Other  index  options  approved  in  FY  1992  were  the 
COMEX  option  on  Euro- top  100  futures  and  the  CBT  option  on  the 
CBOT  commodity  index  future.   Finally,  the  Commission  approved 
the  CBT  option  on  Canadian  government  bond  futures,  the  CME 
option  on  three -month  Euromark  time  deposit  futures,  the  NYCE 
option  on  ECU  futures  and  two  CBT  insurance  options,  based  on  the 
insurance  futures  contracts  noted  above. 

During  FY  1992,  the  staff  completed  the  economic  reviews  of 
94  rule  amendment  packages  for  existing  futures  contracts  and  43 
rule  amendment  packages  for  existing  option  contracts.  The 
Commission  approved  amendments  submitted  by  the  CBT  to  the  grain 
and  soycomplex  futures  contracts  allowing  takers  of  delivery  the 
right  to  request  that  delivered  product  be  of  U.S.  origin  only. 

Other  rule  changes  approved  in  FY  1992  include  revisions  to 
the  delivery  points  and  locational  differentials  and  changes  to 
the  deliverable  grades  for  CBT  and  MCE  grain  and  soybean  futures 
contracts,  as  well  as  major  changes  to  the  CME  feeder  cattle 
futures  contract  to  revise  the  cash  settlement  procedures  and 
increase  the  contract  size.   The  Commission  approved  substantive 
revisions  to  the  CME  pork  belly  futures  contract  with  respect  to 
the  par  delivery  locations,  locational  differentials  and  quality 
standards.   The  Commission  also  approved  revisions  to  the  CSCE 
coffee  "C"  futures  contract  relating  to  restrictions  placed  on 
wharf -warehouse  deliveries  at  the  New  Orleans,  LA  delivery  point 
and  changes  to  the  price  differentials  for  the  NYMEX  sour  crude 
oil  and  the  CSCE  coffee  C  futures  contracts. 

During  FY  1992,  the  Commission  approved  amendments  to 
several  CME  contracts  relating  to  trading  futures  and  option 
contracts  on  the  CME  electronic  trading  system- -GLOBEX.   The 
Commission  also  approved  amendments  to  the  CME  currency  cross 
rate  futures  contracts  to  provide  for  physical  delivery  rather 
than  cash  settlement.   In  addition,  the  Commission  approved  a 
proposal  by  the  Kansas  City  Board  of  Trade  to  reactivate  trading 
in  the  dormant  Value  Line  Average  futures  option  contract. 

Further,  the  Commission  approved  major  revisions  to  the 
speculative  limit  levels  for  a  number  of  futures  and  option 
contracts  based  on  grains,  petroleum  products,  FCOJ  and  several 
other  commodities.  Finally,  the  Commission  approved  proposals  by 
the  CBT,  CME,  COMEX  and  NYCE  to  substitute  speculative  limits 
with  position  accountability  rules  for  currency.  Treasury 
instrument  and  precious  metal  futures  and  option  contracts. 

The  staff  continued  to  achieve  a  high  level  of  efficiency  in 
processing  designation  applications  and  rule  changes.   In 
addition,  the  Commission  approved  revisions  to  the  Commission's 
Guideline  No.  1  and  its  option  regulations  to  reduce  the  burden 
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on  exchanges  and  to  streamline  the  processing  of  new  designation 
applications  and  rule  change  submissions.   The  Commission  also 
adopted  revisions  to  its  regulations  to  expand  the  use  of 
expedited  procedures  for  the  approval  of  rule  changes.   The  staff 
continues  to  en^hasize  both  formal  and  informal  meetings  with 
relevant  exchange  officials  to  discuss  deficiencies  in 
submissions  and  to  coordinate  with  other  agencies  where 
appropriate  to  resolve  issues  quickly. 

Planned  Activities  (FY  1993) 

During  FY  1993,  the  product  development  and  market  analysis 
subprogram  expects  to  review  24  futures  and  18  option  contracts 
and  139  rule  amendment  packages  for  existing  futures  and  option 
contracts.   The  reviews  require  significant  resources  and  must  be 
completed  within  the  statutory  deadline  established  by  the 
Futures  Trading  Act  of  1982- -one  year  for  futures  and  option 
contracts  and  180  days  for  irule  changes. 

The  siobprogrcun  started  FY  1993  with  21  actively  pending 
applications  for  futures  and  option  contracts  as  well  as  several 
complex  rule  changes.   The  Commission  also  anticipates  about  42 
additional  futures  and  option  contracts  and  139  rule  changes  will 
be  proposed  by  exchanges  in  FY  1993.   The  projections  are  based 
on  the  historical  rate  of  submission  of  designation  applications 
and  indications  that  the  exchanges  will  continue  to  make 
innovative  proposals,  particularly  with  regard  to  contracts  based 
on  insurance,  currencies,  foreign  stock   indexes  and  fixed- income 
securities  issued  by  foreign  governments,  as  well  as  other  new 
concepts  in  futures.   These  projections  also  anticipate  that  the 
exchanges  will  continue  to  submit  a  large  number  of  rule  changes 
to  update  existing  futures  contracts  to  conform  with  current  cash 
market  practices. 

The  Scime  staffing  level  in  FY  1993  should  permit  the 
subprogram  to  continue  to  provide  careful  and  timely  analysis  of 
proposed  new  contracts  and  rule  changes  to  avoid  market 
congestion  or  price  distortion.   There  should  be  no  significant 
increase  in  the  number  of  pending  contracts  and  rule  change 
submissions,  with  only  a  small  number  of  submissions  being 
carried  over  into  FY  1994.   By  effectively  using  resources,  the 
staff  expects  to  complete  the  new  workload  assignments  well 
within  the  statutory  time  fraimes  with  no  increase  in  staffing. 

Impact  of  the  Current  Services  Level  (FY  1994) 

The  subprogram  expects  a  large  number  of  applications  for 
contract  designation  through  FY  1994  due,  in  part,  to  exchanges' 
continuing  interest  and  competitiveness  in  developing  innovative 
financial  futures  and  the  tendency  to  establish  option  contracts 
on  new  futures  that  have  traded  successfully  for  a  period  of 
time.   The  staff  expects  to  review  42  futures  and  option 
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applications  during  FY  1994,  based  on  the  historical  rate  of 
submissions.   Futures  contract  applications  are  expected  to 
continue  to  include  a  nuriber  of  innovative  contracts  that  require 
significant  economic  analysis  and  substantial  staff  commitment  to 
resolve  new  and  complicated  issues.   Such  contract  proposals 
frequently  require  coordination  with  other  federal  agencies  and, 
in  some  cases,  agencies  of  foreign  governments.   In  addition,  the 
staff  projects  about  141  rule  changes  for  review  during  FY  1994, 
including  a  number  of  significant  changes  to  existing  rules. 

At  the  current  level,  the  staff  will  be  able  to  review  the 
necessary  number  of  new  contracts  and  rule  change  packages  in  FY 
1994  well  within  the  statutory  deadlines. 
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RESEARCH 

The  Research  staff  performs  several  major  functions: 

Provides  economic  analyses  for  enforcement  investigations 
and  expert  testimony  for  litigation. 

Performs  research  on,  and  evaluation  of,  the  economic  func- 
tions and  pricing  efficiency  of  the  futures  and  option 
markets . 

Provides  support  for  other  programs  or  subprograms,  such  as 
assisting  the  market  analysis  subprograun  with  reviews  of 
option  designations  and  rule  changes,  and  the  Financial  Risk 
Management  siabprogreun  in  the  Division  of  Financial  and 
Intermediary  Affairs. 

Conducts  economic  research  relevant  to  the  formulation  and 
implementation  of  Commission  policy  with  regard  to  such 
issues  as  the  development  of  the  regulatory  structure  for 
options  and  other  derivative  products. 

Provides  technical  support  and  assistance  to  other  govern- 
mental agencies.   Such  activities  have  included  staff  sup- 
port for  the  USDA's  Agricultural  Option  Advisory  Committee 
and  expert  advice  to  the  U.S.  Attorney's  office  in  off- 
exchange  fraud  cases. 

Performs  economic  analyses  of  market  related  issues,  such  as 
dual  trading  rules,  the  efficacy  of  the  current  rules  re- 
garding delivery  points,  and  the  international  competitive- 
ness of  the  United  States  in  world  futures  markets. 

Resource  Changes  (FY  1994) 

In  keeping  with  the  reductions  in  the  President's  budget, 
the  Commission  anticipates  the  Research  subprogram  for  FY  1994 
will  be  decreased  by  $15,000  and  2  staff  years  below  the 
authorized  level.   Total  request  for  FY  1994:   $1,412,000. 
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FY  1992      FY  1993      FY  1994 
Actual    Estimate     Request 

Staff  Years  (FTE) :  16  19  17 

Obligations  (OOP) ; 

Comp/Benefits  $    776  $     998  $    932 

Other  (Direct)  341  165  170 

Other  (Pro  rata)  218    264  310 

Total  $  1,335     $   1,427      $  1,412 

Accomplishments  (FY  1992) 

During  FY  1992,  the  Market  Research  subprogram  completed  a 
detailed  econometric  analysis  of  futures  price  spreads  both  over 
time  and  across  several  agricultural  commodities.   The  study 
covered  the  period  1983  through  1990  and  examined  price  spreads 
for  corn,  cotton,  oats,  soybeans,  soybean  meal,  and  wheat 
futures.   In  general,  the  study  found  that  (1)  the  movements  of 
futures  price  changes  are  closely  related  both  within  and  across 
crop  years,  but  the  correlations  are  relatively  lower  across  crop 
years;  and  (2)  inter- crop -year  spreads  are  generally  more 
volatile  than  intra- crop-year  spreads. 

The  staff  also  continued  to  examine  issues  relating  to  dual 
trading,  completing  an  empirical  study  of  such  trading  in  markets 
subject  to  recently- imposed  exchange  restrictions  on  the 
practice.   In  addition,  the  staff  completed  an  analysis  of  the 
effects  of  the  April  1992  Chicago  flood  which  shut  down  several 
futures  markets  for  a  number  of  days. 

The  research  staff  continued  to  provide  significant  economic 
input  into  the  analysis  of  commodity  exchange  and  Commission 
regulatory  initiatives,  and  the  formulation  of  Commission 
regulatory  policy.   Staff  examined  economic  issues  relating  to 
exchange -proposed  rules  on  average  pricing  of  customer  orders, 
out  trades,  clearance  and  settlement,  and  electronic  trading 
systems.   Research  staff  also  were  principal  contributors  on 
initiatives  concerning  the  regulation  of  hybrid  instmiments  and 
the  regulatory  exclusion  from  the  Commission's  commodity  pool 
operator  definition.   In  addition,  research  staff  are  providing 
major  direction  and  analysis  to  an  in-depth  Commission  study  of 
off -exchange  derivative  markets,  including  swaps,  options,  and 
forwards . 

The  Market  Research  subprogram  also  participated  in  the  Off- 
Exchange  Task  Force.   Staff  members  presented  papers  at  various 
academic  meetings,  received  acceptance  of  material  for 
publication  in  refereed  publications,  and  served  as  referees  for 
various  journals. 
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Planned  Activities  (FY  1993) 

During  FY  1993,  the  Market  Research  subprogram  will  be 
responsible  for  four  studies  which  result  from  the  Futures 
Trading  Practices  Act  of  1992.   The  most  ambitious  is  a 
comprehensive  study  of  the  off-exchange  derivatives  markets 
excimining  the  size,  scope,  and  risks  associated  with  trading  in 
these  markets  as  well  as  important  issues  concerning  potential 
new  regulation  of  these  markets.   A  second  study  examines  the 
penalties  historically  imposed  by  the  Commission  and  self- 
regulatory  organizations  for  violations  of  the  Commodity  Exchange 
Act  and  rules  issued  thereunder  with  the  objective  of  developing 
a  consistent  industry-wide  penalties  structure.   The  third  is 
concerned  with  the  international  competitiveness  of  U.S.  futures 
and  option  markets,  especially  as  it  is  affected  by  disparate 
regulatory  constraints.   Finally,  the  Market  Research  subprogram 
will  review  the  status  of  U.S.  electronic  futures  and  option 
markets  and  attempt  to  assess  whether  such  markets  increase 
pricing  efficiency  and  hedging  effectiveness,  reduce  trading 
abuses,  and  otherwise  enhance  the  public  interest.   These 
activities  will  compete  with  the  subprogram's  technical  support 
for  other  Commission  programs,  such  as  special  analysis  related 
to  rule  change  submissions. 

^In  addition,  the  subprogram  plans  to  complete  studies  of  the 
performance  of  market  opening  and  closing  procedures,  and  the 
economics  of  exchange  "product  sponsor"  programs,  all  initiated 
previously.   Other  studies  contemplated  include  an  examination  of 
the  empirical  determinants  of  futures  market  hedging  activity  and 
an  analysis  of  the  role  of  price  limits  in  futures  and  option 
markets. 

Impact  of  the  Current  Level  (FY  1994) 

The  subprogrcun  expects  to  be  involved  with  several  more 
regulatory  and  policy  issues  in  FY  1994  as  new  methods  of  trading 
and  innovative  trading  instruments  are  developed  by  exchanges  and 
others.   These  developments  are  likely  to  raise  important  policy 
issues  requiring  research  staff  input.   At  the  current  staffing 
level,  most  of  these  new  regulatory  and  policy  issues  should 
receive  adequate  emalytical  input  from  the  research  staff, 
although  the  timeliness  of  such  input  would  suffer  somewhat. 

Impact  of  the  Reduced  Request  (FY  1994) 

The  requested  decrease  of  two  staff  years  from  the  FY  1993 
estimate  will  be  accomplished  in  part  by  reducing  the  allocation 
of  resources  to  longer-term  economic  research  on  the  functions 
and  structure  of  futures  and  option  markets.   At  this  level,  the 
Commission  will  have  the  minimum  resources  necessary  to  provide 
analytical  support  regarding  economic  regulatory  and  policy 
issues.   Further,  at  this  level  the  timeliness  of  such  input  may 
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result  in  some  delays  on  particular  regulatory  actions.   If  any 
additional  staff  years  are  made  available  through  other  program 
savings,  they  will  be  used  to  improve  the  timeliness  of  projects 
related  to  pending  Commission  policy  or  regulatory  deliberations. 
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MARKET  REVIEW  AND  DEVELOPMENT-/ 

The  Market  Review  and  Development  program,  which  is  composed 
of  the  Domestic  Markets,  International  Markets,  and  Regulatory 
Analysis  subprograms,  oversees  the  integrity,  fairness  and 
COTipetitiveness  of  the  markets  and  trading  thereon.   To  this  end, 
the  Market  Review  and  Development  program  staff  reviews  contract 
markets'  rules  and  rule  changes  and  monitors  compliance 
activities  of  the  designated  contract  markets  to  assess  the 
adequacy  of  exchange  compliance  programs  and  to  assure  that  the 
rules  and  practices  of  the  14  exchanges  are  in  compliance  with 
the  provisions  of  the  Commodity  Exchange  Act  (Act)  and  Commission 
regulations . 

The  Market  Review  and  Development  program  also  is 
responsible  for  developing  Commission  regulations  and 
requirements  relating  to  trading  practices,  new  market 
structures,  automated  trading  and  other  systems  and  market 
innovations;  addressing  market  emergencies  and  performing  studies 
of  major  market  events;  and  coordinating  with  other  domestic  and 
international  regulators  in  the  event  of  market  disruption  and  in 
respect  to  futures  and  option  regulation  generally. 

Resource  Changes  (FY  1994) 

In  keeping  with  the  reductions  in  the  President's  budget, 
the  Commission  anticipates  the  Market  Review  and  Development 
program  for  FY  1994  will  be  increased  by  $32,000;  even  with  this 
increase  in  funds  the  program  will  still  be  decreased  by  3  staff 
years.   Total  request  for  FY  1994:   $4,688,000. 

FY  1992      FY  1993      FY  1994 
Actual    Estimate     Request 

Staff  Years  (FTE) :  61  59  56 

Obligations  (OOP) : 
Comp/Benef its 
Other  (Direct) 
Other  (Pro  rata) 

Total 


$  3,495 

$ 

3,603 

$  3,477 

216 

180 

186 

837 

873 

1,025 

$  4,548 

$ 

4,656 

$  4,688 

— '  The  Commission  has  approved  a  proposal  to  reorganize  the 
Division  of  Trading  and  Markets  to  form  two  divisions.  Market 
Review  and  Development,  and  Financial  and  Intermediary  Affairs. 
This  document  discusses  the  responsibilities  and  resources  of  the 
two  new  divisions  in  anticipation  of  the  implementation  of  the 
reorganization. 
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DOMESTIC  MARKETS 

The  Domestic  Markets  subprogram,  which  operated  as  part  of 
the  Contract  Markets  and  Registered  Futures  Association 
subprogram  of  the  Division  of  Trading  and  Markets  during  FY  1992, 
oversees  the  domestic  contract  markets  and  the  industry's  self- 
regulation  relative  to  supervision  of  these  markets  and  trading 
thereon.   In  particular.  Domestic  Markets  staff  conduct  rule 
enforcement  reviews  and  trade  practice  investigations  to  assess 
the  adequacy  of  exchange  compliance  programs  and  to  assure  that 
the  rules  and  practices  of  the  14  exchanges  are  in  compliance 
with  the  provisions  of  the  Commodity  Exchange  Act  (Act)  and 
Commission  regulations.   (There  are  12  operating  exchanges  and 
two  exchanges  authorized  to  operate  which  have  not  commenced 
trading. ) 

Further,  Domestic  Markets  staff  conducts  surveillance  on  the 
floor  of  the  exchanges,  oversees  self -regulatory  organizations' 
dispute  resolution  and  disciplinary  procedures,  drafts 
regulations  relating  to  trading  practices,  automated  trading 
systems,  exchange  governance  and  supervision  of  new  markets,  and 
performs  special  studies  of  self -regulatory  organizations' 
compliance  programs  and  handling  of  market  emergencies.   Such 
reviews  report  on  the  self -regulatory  organizations'  compliance 
programs  and  assess  the  need  for  regulatory  change. 

Resource  Changes  (FY  1994) 

In  keeping  with  the  reductions  in  the  President's  budget, 
the  Commission  anticipates  the  Domestic  Markets  subprogram  in 
FY  1994  will  be  increased  by  $25,000;  even  with  this  increase  in 
funds  the  program  will  still  be  decreased  by  3  staff  years. 
Total  request  for  FY  1994:   $3,497,000. 

FY  1992      FY  1993      FY  1994 
Actual    Estimate     Request 

Staff  Years  (FTE) :  45         44  41 

Obligations  (0001 ; 

Comp/Benefits  $  2,563  $  2,687  $  2,593 

Other  (Direct)  158  134  139 

Other  (Pro  rata)  613  651  765 

Total  $  3,334     $  3,472       $  3,497 

Accomplishments  (FY  1992) 

During  FY  1992,  the  staff  continued  to  work  on  a  variety  of 
major  projects.   As  part  of  its  regular  surveillance  and 
oversight  program,  staff  completed  four  rule  enforcement  reviews, 
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96  trade  practice  investigations,  27  referrals  to  the  Division  of 
Enforcement  and  SROs,  and  four  exchange  emergency  action  reviews. 
The  rule  enforcement  reviews  analyze  and  report  on  exchange  trade 
practice  surveillance,  market  surveillance,  disciplinary  action, 
and  audit  trail  programs.   The  referrals  involve  possible 
accommodation  trading,  wash  trading,  trading  ahead, 
noncompetitive  trading,  and  prearranged  trading. 

Domestic  markets  also  continued  to  manage  and  participate  in 
the  Floor  Surveillance  Task  Force,  which  staffs  the  direct  floor 
surveillance  activities  of  the  Commission.   Staff  also 
participated  in  the  activities  of  the  Joint  Compliance  Committee 
(JCC) ,  a  group  of  SRO  compliance  representatives  formed  to  foster 
improvements  in  and  uniformity  of  measurement  of  trade  practice 
compliance  systems  and  procedures. 

In  addition  to  surveillance  and  rule  review  activities, 
staff  provided  support  to  the  Commission's  review  of  markets, 
applicable  regulations  and  itself,  designated  as  Excellence  2000, 
and  the  resultant  regulatory  reform  efforts.  Staff  concentrated 
on  ensuring  that  the  Commission's  regulations  can  accommodate 
exchange  innovation  without  causing  regulatory  gaps. 

Staff  also  is  conducting  ongoing  reviews  of  exchange 
development,  testing  and  use  of  automated  trading  and  audit  trail 
systems.   These  reviews  include  oversight  of  the  CBT  and  CME 
joint  Audit  project  which  is  developing  a  hand-held  trading  card 
system  to  improve  exchange  audit  trails;  a  similar  computerized 
trading  card  being  developed  by  Comex;  the  CBT's  Project  A  for 
automated  trading  of  low  volume  contracts;  the  Globex  system;  the 
New  York  Mercantile  Exchange's  Access  automated  trading  system; 
AMEX  Commodity  Corporation's  Electronic  Limit  Order  System;  and 
the  CME  and  CBT  order  routing  systems. 

Planned  Activities  (FY  1993) 

During  FY  1993,  the  Domestic  Markets  staff  plans  to  conduct 
seven  rule  enforcement  reviews  of  exchange  compliance  programs 
and  80  trade  practice  investigations.   The  seven  rule  enforcement 
reviews  expected  to  be  issued  during  FY  1993  include  a  number  for 
which  the  majority  of  staff  work,  relative  to  the  gathering  and 
analyzing  of  data  and  drafting,  was  conducted  during  FY  1992. 
Domestic  Markets  staff  also  will  assume  full  responsibility  for 
the  Commission's  floor  surveillance  progrcun.   Additionally,  staff 
will  streamline  contract  market  rule  enforcement  oversight  in 
response  to  reauthorization  legislation  changes  and  complete  a 
special  rule  enforcement  review  of  all  exchange  outtrade 
procedures.   Oversight  of  exchange  automated  systems  technology 
will  continue  to  be  enhanced. 

Domestic  Markets  staff  also  will  be  responsible  for,  or 
participate  in,  developing  a  number  of  rulemakings  required  by 
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the  Futures  Trading  Practices  Act  of  1992.   These  rulemakings 
will  substantially  revise  the  Commission's  regulatory  frajnework 
with  respect  to,  for  example,  dual  trading,  oral  orders,  conflict 
of  interests  and  exchange  emergency  actions.   Each  of  these  rules 
requires  additional  implementation  procedures  for  which  the 
Commission  will  be  required  to  augment  its  oversight  program. 
Staff  also  will  be  required  to  implement  new  deficiency  order 
procedures  for  rule  enforcement  reviews  and  to  meet  statutorily- 
mandated  deadlines  for  such  reviews.   Further,  certain  exchange 
proposals  designed  to  encourage  enhanced  trading  by  institutional 
investors  will  require  Commission  rule  changes  if  they  are  to  be 
approved  by  the  Commission,  and  new  monitoring  procedures  if  they 
are  to  be  implemented. 

Impact  of  the  Current  Services  Level  (FY  1994) 

Maintaining  current  services  level  of  staff  in  FY  1994,  the 
Domestic  Markets  staff  anticipate  that  it  will  be  able  to  respond 
to  the  increasing  surveillance  and  oversight  responsibilities 
attributable  to  reauthorization  legislative  changes  of  the 
Futures  Trading  Practices  Act  of  1992,  and  growth  and  automation 
of  the  markets. 

Impact  of  Reduced  Request  Level  (FY  1994) 

The  reduction  of  three  staff  years  in  FY  1994  will  impede 
Domestic  Markets  staff's  ability  to  respond  to  the  increasing 
surveillance  and  oversight  responsibilities  associated  with 
reauthorization  legislative  changes  of  the  Futures  Trading 
Practices  Act  of  1992,  and  growth  and  automation  of  the  markets. 
At  the  reduced  level  of  staffing,  the  staff  will  be  pressed  to 
assure  thorough  oversight  and  review  of  new  rules  and  practices 
and  facilitate  institutional  investor  participation  in  exchange 
markets,  and  to  provide  the  level  of  rule  enforcement  review 
coverage  to  implement  the  mandates  set  forth  in  the  1992  Act. 
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INTERNATIONAL  MARKETS 

The  new  International  Markets  subprogram,  which  operated  as 
part  of  the  Regulatory  Development  and  Registration  subprogram  of 
the  Division  of  Trading  and  Markets  during  FY  1992,  is  the  focal 
point  for  the  Commission's  global  regulatory  coordination 
efforts.   It  is  responsible  for  staffing,  coordinating  memoranda 
of  understanding,  fincuicial  information  sharing  agreements  with 
foreign  regulators,  reviewing  requests  for  exemptive  relief  under 
the  Commission's  foreign  futures  and  option  regulations, 
reviewing  and  analyzing  requests  for  comparability  relief  from 
foreign  jurisdictions,  and  drafting  and  interpreting  regulations 
to  facilitate  cross  boarder  transactions.   Subprogram  staff  will 
also  coordinate  foreign  travel  and  representation  at  various 
international  meetings  and  programs.   The  need  for  increased 
Commission  activity  and  information  sharing  with  foreign  juris- 
dictions is  more  important  than  ever  given  the  increasingly 
multinational  nature  of  regulated  firms,  the  inter- linking  of 
markets  by  screen-based  trading  systems  and  concerns  about 
international  market  risk  and  continuing  competitiveness  of  U.S. 
markets  and  firms. 

Resource  Changes  (FY  1994) 

In  keeping  with  President's  budget,  the  Commission 
anticipates  the  International  Markets  subprogram  for  FY  1994  will 
be  increased  by  $4,000  and  the  staff  years  will  be  maintained  at 
the  authorized  level.   Total  request  for  FY  1994:   $714,000. 

FY  1992      FY  1993      FY  1994 
Actual    Estimate     Request 

Staff  Years  (FTE) ;  8  9  9 

Obligations  (000)  : 

Comp/Benefits  $    524  $     550  $    530 

Other  (Direct)  32  27  28 

Other  (Pro  rata)  126    121  156 

Total  $    682     $     710     $    714 

Accomplishments  (FY  1992) 

During  FY  1992,  the  International  Markets  staff,  as  a  part 
of  the  Division  of  Trading  and  Markets,  addressed  315  requests 
for  guidance,  interpretations  of  rules  and  other  information, 
reviewed  34  applications  for  confirmation  of  exemptive  relief 
under  the  Commission's  foreign  futures  and  options  rules, 
completed  the  review  and  analysis  of  requests  by  two  foreign 
exchanges  (pending  confirmation  by  the  exchanges  of  certain 
technical  matters)  and  conpleted  the  initial  review  and  analysis 
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of  three  other  foreign  exchanges  for  authority  to  offer  and  sell 
option  products  in  the  United  States.   Staff  also  completed  an 
initial  review  of  petitions  by  two  foreign  exchanges  for  rule 
30.10  comparability  relief,  drafted  seven  Federal  Register 
notices  authorizing  new  foreign  option  products,  and  drafted  two 
Federal  Register  notices  (proposed  and  final)  adopting  relief  to 
permit  FCMs,  IBs  and  CTAs  to  engage  in  foreign  futures  and  option 
transactions  unauthorized  for  U.S.  customers  on  behalf  of  persons 
located  outside  the  United  States. 

Planned  Activities  (FY  1993) 

Program  activities  in  the  foreign  futures  and  option  area 
are  expected  to  increase,  with  the  rapid  growth  of  futures 
mar)cets  internationally  and  expanding  interest  in  cross-border 
futures  and  options  transactions.   During  FY  1993  the  staff  will 
wor)c  with  foreign  governments  on  the  development  of  Memoranda  of 
Understandings  on  information  sharing  for  compliance  and 
regulatory  matters.   Staff  will  also  address  requests  for 
guidance,  interpretation  of  rules  and  other  information  and 
review  requests  for  exemptive  relief  from  foreign  entities.   The 
International  Markets  staff  plans  to  coordinate  and  staff 
operational  arrangements  between  jurisdictions,  participation  in 
international  fora,  and  inteimational  travel  for  maximum 
effectiveness  and  efficiency. 

The  International  Mar)cets  staff  will  also  respond  to  an 
increasing  number  of  requests  for  legal  and  technical  assistance 
from  emergency  market  jurisdictions  seeking  to  develop  futures 
markets,  including  coordinating  responsive  material  and 
organizing  CFTC  training  seminars  for  representatives  from  these 
and  other  foreign  jurisdictions. 

Impact  of  the  Current  Services  Level  (FY  1994) 

Maintaining  current  services  level  of  staff  in  FY  1994,  the 
International  Markets  progrcim  staff  anticipate  that  it  will  be 
able  to  keep  pace  with  the  need  for  new  regulatory  initiatives 
responsive  to  developments  in  international  markets  and  increas- 
ing globalization,  and  will  be  able   to  coordinate  with  foreign 
regulators  on  a  routine  basis  as  well  as  in  the  occurrence  of  a 
market  event . 
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REGULATORY  ANALYSIS 

The  Regulatory  Analysis  subprogram,  which  operated  as  the 
part  of  the  Contract  Markets  and  Registered  Futures  Association 
subprogram  of  the  Division  of  Trading  and  Markets  during  FY  1992, 
is  principally  responsible  for  performing  reviews  and  analysis  of 
self -regulatory  organizations'  rules  and  rule  changes,  including 
reviews  relative  to  new  market  structures,  systems  and  innova- 
tions such  as  screen-based  trading  and  other  automated  trading 
systems,  to  assure  compliance  with  provisions  of  the  Act  and 
Commission  regulations. 

The  Regulatory  Analysis  staff  analyzes  rules  and  Commission 
regulations  making  recommendations  and  proposing  alternatives  to 
not  only  assure  compliance  and  consistency  with  the  Act  and 
Commission  regulations,  but  also  to  assure  the  efficacy  and 
efficiency  of  the  proposal.   The  subprogram  staff  performs 
special  studies  and  projects  on  issues  arising  from,  but  not 
limited  to,  automated  trading,  electronic  reporting,  storage  of 
business  records  and  signatures,  and  audit  trail  systems.   The 
Regulatory  Analysis  staff  also  may  be  directed  to  draft 
Commission  regulations  from  time  to  time. 

Resource  Changes  (FY  1994) 

In  keeping  with  the  President's  budget,  the  Commission 
anticipates  the  Regulatory  Analysis  subprogram  for  FY  1994  will 
be  increased  by  $3,000  and  the  staff  years  will  be  maintained  at 
the  authorized  level.   Total  request  for  FY  1994:   $477,000. 


FY  1992 
Actual 


FY  1993 
Estimate 


FY  1994 
Request 


Staff  Years  (FTE) 


8 


Obligations  (000)  : 
Comp/Benef its 
Other  (Direct) 
Other  (Pro  rata) 


408 
26 


366 

19 
89 


354 

19 

104 


Total 


532 


474 


477 


Accomplishments  (FY  1992) 

Regulatory  Analysis  staff  completed  reviews  of  42  contract 
market  designations  and  1,553  exchange  rules.   These  rules 
include  the  Chicago  Mercantile  Exchange's  (CME)  rules  for  cross- 
margining,  post -settlement  session,  average  price  system,  various 
Globex  crtjss  access  arrangements  and  volatility  priced  options; 
the  Chicago  Board  of  Trade's  (CBT)  Globex  rules,  cross -margining, 
average  price  system,  post -settlement  session,  and  revisions  to 
disciplinary  rules;  the  Commodity  Exchange,  Inc.'s  (Comex)  rules 
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for  average  price  system  and  matched  orders;  and  the  New  York 
Cotton  Exchange's  (NYCE)  audit  trail  rules  and  extension  of 
trading  hours  on  the  Finex  Division. 

In  the  increasingly  important  area  of  automation,  staff 
continued  to  draw  upon  interagency  expertise  to  address  issues 
such  as  electronic  filing,  electronic  signatures  and  proving 
electronic  "chain  of  custody". 

Planned  Activities  (FY  1993) 

During  FY  1993,  the  Regulatory  T^alysis  staff  plans  to 
review  approximately  1,350  rules  submitted  to  the  Commission  by 
the  exchanges  and  NFA  for  approval.   Among  other  things, 
Regulatory  Analysis  staff  will  complete  its  reviews  of  the  CBT's 
Project  A  proposal  for  automated  trading  of  low  volume  contracts 
and  the  New  York  Mercantile  Exchange's  Access  electronic  trading 
system.   In  addition,  staff  will  review  proposals  for  trading  on 
Globex  by  additional  exchanges  and  international  linkages  between 
domestic  and  foreign  exchanges.   Oversight  of  exchange  automated 
systems  technology  will  continue  but  will  not  be  expanded. 

Regulatory  Analysis  staff  plans  to  analyze  a  number  of 
exchange  rule  submissions  designed  to  estc±ilish  new  financial 
programs  relative  to  clearance  and  settlement,  including 
proposals  to  use  mutual  funds  shares  as  margin  and  stock  as 
margin  and  additional  cross -margining  proposals.   Also,  the 
subprogram  staff  will  analyze  additional  large  order  execution 
procedures  and  other  trade  practice  related  rule  proposals. 
Further,  certain  exchange  proposals  designed  to  encourage 
enhanced  trading  by  institutional  investors  will  require  rule 
changes  if  they  are  to  be  approved  by  the  Commission. 

Impact  of  the  Current  Services  Level  (FY  1994) 

Maintaining  current  services  of  staff  in  FY  1994,  it  is 
anticipated  that  the  Regulatory  Analysis  subprogram  will  be  able 
to  keep  pace  in  reviewing  exchange  rule  change  submissions, 
addressing  the  implementation  of  exchange  proposals,  and 
reviewing  implementation  procedures  associated  with  the  enactment 
of  certain  rulemakings  required  by  the  Futures  Trading  Practices 
Act  of  FY  1992. 
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FINANCIAL  AND  INTERMEDIARY  AFFAIRS 

The  Financial  and  Intermediary  Affairs  program,  which  is 
composed  of  the  Intermediary  and  Professional  Review  and  the 
Financial  Risk  Management  subprograms,  is  designed  to  protect 
customer  funds,  to  ensure  financial  integrity  of  regulated 
intermediaries,  and  to  monitor  compliance  activities  of  the 
National  Futures  Association  and  financial  and  sales  practice 
compliance  activities  of  the  self -regulatory  organizations. 

To  this  end,  the  Financial  and  Intermediary  Affairs  program 
develops  and  interprets  Commission  regulations  and  requirements 
for  commodity  professionals,  oversees  NFA's  registration  progrcim, 
administers  the  Commission's  civil  penalty  collection  and  managed 
funds  programs,  and  oversees  the  self -regulatory  organizations' 
financial  and  sales  practice  compliance  audit  programs. 
Further,  in  joint  cooperation  with  the  Market  Review  and 
Development  program,  the  Financial  and  Intermediary  Affairs 
program  focuses  on  clearance  and  settlement  issues  and  systems, 
and  assesses  the  integrity  of  market  participants  in  the  event  of 
financial  market  disruption. 

Resource  Changes  (FY  1994) 

In  keeping  with  the  reductions  in  the  President's  budget, 
the  Commission  anticipates  the  Financial  and  Intermediary  Affairs 
program  for  FY  1994  will  be  increased  by  $62,000;  even  with  an 
increase  in  funds  the  program  will  still  be  reduced  by  3  staff 
years.   Total  request  for  FY  1994:   $5,607,000. 

FY  1992      FY  1993      FY  1994 
Actual    Estimate     Request 

Staff  Years  (FTE) :  72  69  66 

Obligations  (000)  ; 

Comp/Benefits  $  4,077  $   4,336  $   4,213 

Other  (Direct)  223  188  195 

Other  (Pro  rata)  976  1.021  1.199 

Total  $  5,276     $   5,545     $   5,607 
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INTERMEDIARY  AND  PROFESSIONAL  REVIEW 

The  Intermediary  and  Professional  Review  subprogram,  which 
operated  as  the  Regulatory  Development  and  Registration 
subprogram  of  the  Division  of  Trading  and  Markets  during  FY  1992, 
is  responsible  for  the  formulation,  modification  and  interpreta- 
tion of  the  Commission's  regulations  and  requirements  applicable 
to  commodity  professionals,  registered  futures  associations, 
namely  the  National  Futures  Association,  and  clearing 
organizations.   To  this  end,  the  program  staff  develops,  refines 
and  interprets  Commission  regulations  relating  to  registration, 
minimum  capital,  recordkeeping,  disclosure,  managed  funds, 
financial  reporting,  and  segregation  requirements.   The  program 
staff  also  responds  to  recjuests  for  exemptive  relief  from 
Commission  regulations  and  prepares  interpretations  and  other 
published  statements  to  provide  generalized  guidance  concerning 
the  application  of  Commission  regulations. 

The  subprogram  also  is  responsible  for  reviewing  disclosure 
documents  submitted  by  commodity  pool  operators  and  commodity 
trading  advisors,  administering  the  Commission's  civil  penalty 
collection  function,  and  overseeing  the  NFA's  registration 
program.   These  latter  responsibilities  include  oversight  of  the 
NFA's  registration  processing  and  fitness  review  programs  as  well 
as  performing  fitness  reviews  for  floor  brokers  under  certain 
circumstances . 

Resource  Changes  (FY  1994) 

In  keeping  with  the  reductions  in  the  President's  budget, 
the  Commission  anticipates  the  Intermediary  and  Professional 
Review  subprogram  for  FY  1994  will  be  increased  by  $22,000;  even 
with  an  increase  in  funds  the  subprogram  will  still  be  reduced  by 
1  staff  year.   Total  request  for  FY  1994:   $2,032,000. 

FY  1992      FY  1993      FY  1994 
Actual    Estimate     Request 

Staff  Years  (FTE) ;  26  25  24 

Obligations  (OOP) : 

Comp/Benefits  $  1,456  $   1,571  $  1,526 

Other  (Direct)  81  69  72 

Other  (Pro  rata)  348    170  434 

Total  $  1,885     $   2,010      $  2,032 

Accomplishments  (FY  1992) 

During  FY  1992,  the  program  staff  completed  or  continued 
work  on  a  number  of  major  rulemaking  projects  that  would 
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substantially  revise  the  Commission's  regulatory  framework  in  the 
areas  of  registration  requirements,  disclosure  requirements, 
minimum  capital  rules,  account  transfers,  and  trade  options. 
These  projects  included:   (1)  final  rule  amendments,  effective 
July  1,  1992,  constituting  a  major  revision  of  Part  3  of  the 
regulations,  including  amendments  to  the  rules  governing 
statutory  disqualification  from  registration  of  industry 
professionals  and  rule  amendments  to  codify  exemptive  relief 
previously  granted  by  staff  on  a  case-by- case  basis;  (2)  deletion 
of  the  prohibition  in  Rule  32.2(b)  against  commodity  option 
transactions  involving  contracts  of  sale  of  any  commodity  for 
future  delivery  traded  on  or  subject  to  the  rules  of  any  contract 
market  or  involving  the  prices  of  such  contracts;  and  (3)  a  new 
Rule  4.7  exempting  commodity  pool  operators  and  commodity  trading 
advisors  who  offer  pool  participations  or  managed  accounts  to 
certain  highly  qualified  investors  from  specified  disclosure, 
reporting  and  recordkeeping  requirements,  making  the  Commission's 
rules  more  compatible  with  related  securities  rules  applicable  to 
the  same  offerings.   In  addition,  the  staff  prepared  notices  of 
proposed  rulemaking,  published  in  the  Federal  Register  for  public 
comment,  concerning  various  measures  to  simplify  the  risk 
disclosure  process  by  futures  commission  merchants  and 
introducing  brokers,  including  a  new  consolidated  risk  disclosure 
statement  applicable  to  domestic  futures  and  foreign  futures  and 
option  transactions,  and  an  additional  exception  to  the 
requirements  of  Rule  1.46  with  respect  to  closing  out  of 
offsetting  positions. 

The  staff  also  continued  to  develop  other  rule  proposals 
related  to  streamlining  of  disclosure  requirements  applicable  to 
futures  commission  merchants,  introducing  brokers,  commodity  pool 
operators  and  commodity  trading  advisors  and  minimum  financial 
requirements  for  futures  commission  merchants  and  introducing 
brokers. 

The  staff  also  provided  extensive  support  to  the 
Commission's  Regulatory  Coordination  Advisory  Committee  (RCAC) , 
particularly  in  the  areas  of  clearance  and  settlement  and 
refinement  of  existing  disclosure  requirements  applicable  to 
commodity  pool  operators  and  commodity  trading  advisors. 

In  furtherance  of  the  subprogram  and  in  response  to  market 
innovations,  staff  prepared  341  written  interpretations  and 
responses  to  requests  for  exemptive  relief  from  registration 
requirements  and  other  regulations,  including  eight  published 
interpretations  and  exemptive  letters.   These  letters  address 
significant  issues  such  as  the  definition  of  the  term  "U.S. 
person"  in  the  context  of  determining  the  offshore  status  of  a 
commodity  pool,  and  relief  from  disclosure  requirements  for  a  CPO 
of  commodity  pools  with  multiple  advisors  and  investments  in 
other  funds. 
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Staff  continued  to  participate  in  the  Commission's  Task 
Force  on  Off -Exchange  Instrximents  and  prepared,  in  coordination 
with  other  divisions  and  offices,  responses  to  several  requests 
for  relief  from  Commission  regulations  applicable  to  off-exchange 
options. 

During  FY  1992,  staff  continued  to  provide  background 
analysis  and  staff  support  for  the  Commission  in  the  area  of 
clearance  and  settlement  and  insolvency  issues,  and  prepared,  in 
coordination  with  other  divisions  and  offices,  the  second  annual 
Intermarket  Coordination  Report  to  Congress  required  by  the 
Market  Reform  Act  of  1990.   Staff  provided  drafting  assistance 
and  comments  on  revisions  to  Articles  8  and  9  of  the  Uniform 
Commercial  Code  (UCC) .   Prograun  staff  also  participated  as 
observers  on  the  Payment  and  Settlement  Committee  of  the  Federal 
Reserve  Bank  of  New  York  and  the  Market  Transactions  Advisory 
Committee  of  the  Securities  and  Exchange  Commission. 

During  FY  1992,  staff  provided  support  to  the  Commission's 
legislative  activities  in  a  variety  of  areas  and  participated  in 
the  preparation  of  Commission  testimony  and  responses  to  numerous 
requests  for  information  from  other  governmental  agencies, 
particularly  with  respect  to  Capcom  Futures,  Inc.,  formerly  a 
registered  FCM  which  *ras  eui  affiliate  of  a  U.K.  firm  indicted  on 
money  laundering  charges.   Program  staff  supported  the  Excellence 
2000  initiative  by  chairing  a  number  of  Excellence  2000 
committees,  preparing  rule  summaries,  developing  recommendations 
for  rule  sunendments  amd  preparing  committee  reports. 

The  staff  has  continued  to  monitor  and  assist  in  the 
development  of  the  NFA's  Direct  Entry  Registration  Program  and 
have  received  legal  and  technical  issues  related  to  electronic 
filing  with  the  exchamges  of  reports  required  by  the  Commission 
and  of  certain  financial  information.   In  the  registration  area, 
the  staff  completed  a  follow-up  visit  to  monitor  the  responses  to 
recommendations  in  its  July  1989  staff  report  on  NFA's 
registration  program.   Staff  also  conpleted  96  investigations  of 
floor  broker  applicamts  or  registrations  causing  21  applications 
to  be  withdrawn  or  referred  to  the  Division  of  Enforcement,  and 
processed  986  requests  for  withdrawal  from  registration. 

In  connection  with  civil  monetary  penalty  collection 
activities,  staff  collected  approximately  $2,286  million  in  civil 
penalties  and  wrote  off  another  $1,049  million  of  such  penalties, 
resulting  in  a  net  reduction  on  the  outstanding  balance  of  such 
penalties  of  more  than  $3.3  million.   Such  balance  was 
approximately  $3.3  million  as  of  the  end  of  FY  1992.   The  staff 
also  established  new  procedures  to  simplify  referrals  of  civil 
penalty  cases  to  the  Department  of  Justice  emd  cessation  of 
collection  efforts. 


The  Managed  Funds  Review  staff  processed  4,127  Disclosure 
Documents  filed  by  commodity  pool  operators  and  commodity  trading 
advisors  and  issued  1,829  comment  letters  as  a  result  of  these 
reviews.   In  the  area  of  managed  funds  the  staff  worked 
extensively  with  the  Regulatory  Coordination  Advisory  Committee 
(RCAC)  to  improve  disclosure  to  investors  in  the  reporting  of 
performance  by  CPOs  and  CTAs,  and  to  reduce  duplicative 
requirements.   In  this  connection,  the  staff  issued  an  advisory 
which  will  assist  CPOs  and  CTAs  in  computing  the  performance 
reporting  of  complex  leveraged  trading  programs.   The  staff  also 
requested  comments  from  the  public  on  a  proposal  to  simplify 
reporting  by  CPOs  and  CTAs  and  to  require  that  CPOs  and  CTAs 
provide  more  useful  information  to  potential  pool  participants 
and  managed  accounts  clients. 

Planned  Activities  (FY  1993) 

During  FY  1993,  the  Financial  and  Intermediary  Affairs  staff 
will  devote  substantial  resources  to  refinement  of  the 
Commission's  rules  governing  commodity  professionals.   These 
efforts  will  include  the  continued  review  of  rule  amendments 
relating  to  permitting  trade  options  on  agricultural  commodities, 
simplification  of  disclosure  requirements  applicable  to  commodity 
pool  operators  and  commodity  trading  advisors,  and  formulation  of 
new  rules  or  modification  of  existing  rules  relating  to  bulk 
transfers  of  customer  accounts  except  to  the  requirements 
pertaining  to  closing  out  of  offsetting  positions,  collection  of 
civil  monetary  penalties,  minimum  financial  and  related  reporting 
requirements  for  futures  commission  merchants  and  introducing 
brokers,  and  risk  disclosure  requirements  applicable  to  futures 
commission  merchants  and  introducing  brokers.   Staff  will  also 
review  a  proposal  to  make  NFA's  Direct  Entry  Registration  Program 
available  on  a  permanent  basis.   Program  staff  will  continue  to 
develop  new  regulatory  proposals  to  streamline  and  refine 
existing  rules  in  the  managed  funds  area  and  to  provide  legal 
support  for  the  activities  of  the  RCAC,  other  advisory 
committees,  and  to  participate  in  relevant  SEC  and  private  sector 
committees. 

Staff  will  develop  rules  to  implement  the  mandates  set  forth 
in  the  Futures  Trading  Practices  Act  of  1992  requiring  the 
Commission  to  adopt  rules  within  180  days  of  its  enactment 
governing  registration  of  floor  traders  and  ethics  training  for 
registrants.   Staff  will  also  work  towards  development  of  rules 
to  implement  other  new  authority  set  forth  in  the  1992  Act 
concerning  suspension  of  registrants  charged  with  felonies  and 
risk  assessment  of  firms  affiliated  with  regulated  firms.   Each 
of  these  rule  changes  requires  augmentation  of  existing  operating 
programs . 

Staff  will  continue  to  have  a  substantial  role  in  the 
development  of  the  Commission's  regulatory  framework  with  respect 
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to  off -exchange  instruments,  to  provide  interpretative  guidance 
concerning  regulations  administered  by  the  Commission,  to  prepare 
case -by -case  responses  to  requests  for  exemptions,  to  respond  to 
Congressional  requests  for  information,  to  prepare  testimony  and 
proposed  legislation,  to  coordinate  responses  to  the  GAO  and 
other  governmental  bodies,  emd  to  participate  in  the  preparation 
of  Congressionally-meuidated  reports.   Program  staff  will 
participate  in  the  activities  of  several  advisory  committees 
concerned  with  clearemce  and  settlement  and  insolvency  issues. 
Issues  relating  to  electronic  reporting  and  recordkeeping  will 
continue  to  be  examined. 

The  staff  also  plcuis  to  continue  its  efforts  to  reduce  the 
outstanding  balance  of  civil  penalties  during  FY  1993.   In 
addition,  the  staff  will  continue  to  review  disclosure  dociaments 
filed  by  managed  funds  entities  although  the  number  of  documents 
and  depth  of  review  may  decline  overall. 

Impact  of  the  Current  Services  Level  (FY  1994) 

Maintaining  current  services  level  of  staff  in  FY  1994,  the 
Intermediary  and  Professional  Review  staff  anticipate  that  it 
will  be  able  to  keep  pace  in  addressing  activities  related  to 
regulatory  development  that  are  expected  to  increase 
significantly  above  the  FY  1993  level  and  that  are  attributable 
to  added  requirements  mandated  by  the  Futures  Trading  Practices 
Act  of  1992. 

Impact  of  Reduced  Request  Level  (FY  1994) 

Activities  related  to  regulatory  development  are  anticipated 
to  increase  significantly  cibove  the  FY  1993  level. 

However,  at  the  reduced  level  of  staffing,  the  subprogram 
will  be  pressed  to  fulfill  existing  responsibilities  and  those 
which  will  be  added  as  result  of  requirements  of  the  Futures 
Trading  Practices  Act  of  1992.   Further,  the  staff  will  be  less 
able  to  respond  pronqptly  to  innovation  euid  chcinges  in  the 
marketplace,  although  it  still  should  be  able  to  contribute  to 
the  achievement  of  the  new  priorities  esteOilished  by  the 
Commission. 
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FINANCIAL  RISK  MANAGEMENT 

The  Financial  Risk  Management  subprogram,  which  operated  as 
the  Audit  and  Review  subprograun  of  the  Division  of  Trading  and 
Markets  during  FY  1992,  is  designed  to  protect  customers  through 
overseeing  the  financial  integrity  of  the  marketplace  and  of 
regulated  firms  carrying  customer  funds.   The  subprogram  operates 
by  reviewing  exchange  clearing  systems  and  self -regulatory 
organization  programs  which  are  designed  to  assure  that  regulated 
firms  carrying  customer  funds  are  in  financial  compliance  with 
the  Act  and  Commission  regulations.   The  program  encompasses  four 
major  areas:   oversight  of  self -regulatory  organizations'  audit 
and  surveillance  programs;   direct  audits  and  financial  sur- 
veillance of  registrants,  including  risk  assessment  of  affiliates 
of  such  registrants;  monitoring  market  risk  during  financial 
disruptions;  and  periodic  review  of  clearing  and  settlement 
systems . 

The  staff  oversees  the  financial  and  compliance  audit 
programs,  and  financial  surveillance  programs  by  which  the  SROs 
monitor  and  enforce  compliance  of  their  members  with  net  capital, 
financial  reporting,  record-keeping,  disclosure,  sales  practice, 
and  supervision  requirements  under  the  Commodity  Exchange  Act, 
the  Commission's  regulations,  and  SRO  rules.   The  financial 
surveillance  program  particularly  addresses  the  financial 
stability  of  firms  in  volatile  markets  and  the  safeguarding  of 
customer  funds  held  by  firms  experiencing  financial  problems.   In 
addition  to  oversight,  the  subprogram  also  provides  for  direct 
limited  scope  examinations  of  registrants  to  address  compliance 
with  specific  rules,  to  address  potential  financial  impairment  of 
a  registrant,  and  to  assess  the  quality  of  SRO  financial  audit 
and  review  programs.   Financial  Risk  Management  staff  provides 
expert  testimony  in  enforcement  cases  relating  to  audit 
procedures  and  financial  matters;  and  provides  interpretations  of 
the  Commission's  financial  regulations. 

Resource  Changes  (FY  1994) 

In  keeping  with  the  reductions  in  the  President's  budget, 
the  Commission  anticipates  the  Financial  Risk  Management 
subprogram  for  FY  1994  will  be  increased  by  $40,000;  even  with  an 
increase  in  funds  the  subprogram  will  still  be  reduced  by  2  staff 
years.   Total  request  for  FY  1994:   $3,575,000. 
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FY  1992      FY  1993      FY  1994 
Actual    Estimate     Request 

Staff  Years  (FTE) ;  46  44  42 

Obligations  (OOP) ; 
Comp/Benef its 
Other  (Direct) 
Other  (Pro  rata) 

Total  $  3,391     $   3,535      $  3,575 

Accomplishments  (FY  1992) 

Financial  Risk  Management  staff  completed  reviews  of  the 
financial  and  complicince  audit  and  fineuacial  review  programs  of 
the  National  Futures  Association,  the  New  York  Futures  Exchange, 
the  Kansas  City  Board  of  Trade,  emd  the  New  York  Cotton  Exchange. 
Audit  staff  conducted  82  on-site  audits  of  futures  commission 
merchants,  commodity  pool  operators  emd  other  registrants.   These 
on-site  limited  scope  examinations  are  intended  principally  to 
test  the  efficacy  of  self -regulatory  organizations'  audit 
activities,  and  on  a  limited  basis,  to  directly  assess  regi- 
strants' compliance  with  the  Commission's  financial  and 
disclosure  requirements.   These  examinations  and  other  oversight 
work  resulted  in  the  issuance  of  211  %raming  and  non-compliance 
letters  citing  registrants  for  apparent  violations  of  the 
Commission's  regulations.   The  staff  also  developed  a  revised 
sales  practice  interpretation  to  guide  SROs  in  the  conduct  of 
compliance  audits  including  sales  practice  procedures  which  will 
enable  the  SROs  to  better  direct  resources  in  targeting  possible 
violations. 

Staff  assisted  the  Division  of  Enforcement  in  the 
investigation  of  several  individuals  who  participated  in  a  wash 
trading  scheme  which  %*as  designed,  in  part,  to  disguise  non- 
compliance with  the  Commission's  capital  requirements.   As  a 
result  of  this  investigation,  a  public  conplaint  vreis  issued 
against  several  respondents  including  the  chairmaui  of  the  board 
of  a  major  exchange,  and  it  marked  the  first  time  that  the 
Commission  has  taken  action  vmder  such  circumstances  against  a 
senior  official  of  em  exchauige. 

During  FY  1992  two  major  exchanges  began  implementing 
procedures  under  which  member  FCMs  may  file  certain  required 
financial  data  electronically.   Audit  staff  worked  with  the 
exchanges  to  develop  on-line  access  to  the  exchanges'  databases 
to  permit  the  analysis  by  conputer  tools  of  financial  reports  in 
identifying  and  following-up  on  matters  of  financial  risk  which 
may  indicate  potential  threat  to  the  market  or  to  individual 
firms'  financial  stability. 
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Planned  Activities  (FY  1993) 

During  FY  1993,  the  Financial  Risk  Management  staff  plans  to 
conduct  two  full  scope  financial  and  compliance  rule  enforcement 
reviews  that  will  include  continued  monitoring  of  the 
implementation  of  the  exchanges'  actions  to  reinforce  existing 
financial  integrity  protections  against  volatile  markets  or 
market  disruptions  created  by  a  firm  failure.   The  staff  will 
also  conduct  selected  limited  scope  direct  audits  of  about  60 
FCMs,    CPOs  and  CTAs.   Audits  of  FCMs  will  address  issues  of 
current  concern  including  firms  which  have  affiliates  or  parents 
whose  financial  stability  could  affect  the  registered  FCM,  and 
firms  which  may  permit  favored  customers  to  trade  accounts  that 
are  regularly  under  margined  or  in  deficit.   Audits  of  CPOs  and 
CTAs  will  be  in  response  to  referrals  from  the  Managed  Funds 
staff's  review  of  disclosure  documents  and  other  information 
received  by  the  unit. 

Significant  staff  resources  will  be  used  in  conducting 
investigatory  audits  and  in  support  of  financial  investigations. 
The  Financial  Risk  Management  staff  plans  to  undertake  several 
planned  special  projects  in  FY  1993  including  the  continued 
development  of  procedures  to  access  the  databases  of  exchanges 
whose  members  file  required  financial  reports  electronically; 
development  with  the  Securities  and  Exchange  Commission  (SEC)  of 
a  uniform  financial  reporting  format  that  will  be  used  by  FCMs 
which  are  also  registered  as  broker-dealers  with  the  SEC; 
implementation  of  a  risk  assessment  program  required  by 
reauthorization  legislative  changes  under  the  Futures  Trading 
Practices  Act  of  1992;  and  cooperation  with  the  American 
Institute  of  Certified  Public  Accountants  in  developing  of  audit 
guidelines  for  FCMs  which  are  also  registered  as  broker-dealers 
with  the  SEC. 

Impact  of  the  Current  Services  Level  (FY  1994) 

Maintaining  current  services  level  of  staff  in  FY  1994,  the 
Financial  Risk  Management  staff  expect  that  it  will  be  able  to 
keep  pace  in  addressing  crisis  situations  while  continuing  to 
provide  adequate  coverage  of  the  financial  and  compliance  audit 
programs  and  financial  surveillance  programs  operated  by  the 
self -regulatory  organizations. 

Impact  of  Reduced  Request  Level  (FY  1994) 

With  the  reduction  of  two  staff  years  in  FY  1994,  the 
Financial  Risk  Management  staff  will  be  pressed  to  adequately  and 
fully  address  crisis  situations,  and  may  cause  it  to  delay  the 
development  of  procedures  to  effectively  use  computerized 
databases  for  financial  surveillance  and  analyses  and  to  enhance 
the  audit  program  for  assessing  the  potential  impact  of  financial 
relationships  of  regulatees  with  non- regulated  or  foreign 
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affiliated  firms.   While  instances  of  volatile  markets  or  market 
disruptions  created  by  firm  failures  were  relatively  infrequent 
in  FY  1992,  immediate  prior  experience  has  shown  that  any  market 
volatility  or  disruption  in  the  future  will  require  the  staff  to 
divert  virtually  all  of  its  efforts  to  emergency  or  potential 
emergency  situations  cind  away  from  planned  programmatic 
activities. 
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ADMINISTRATIVE  MANAGEMENT  AND  SUPPORT 

The  Office  of  the  Executive  Director  provides  the  Commis- 
sion, individual  Commissioners,  and  operating  divisions  with 
management  and  administrative  services  in  support  of  Agency 
programs  and  objectives.   The  services  include  personnel,  budget 
analysis,  fiscal  management,  library  facilities  and  support, 
administrative  services  and  information  resources  management.   In 
addition,  the  Office  of  the  Executive  Director  coordinates  short 
and  long-range  planning  for  the  Commission  via  the  quarterly 
review  and  budget  processes. 

Resource  Chancres  (FY  1994) 

In  keeping  with  the  reductions  in  the  President's  budget, 
the  Commission  anticipates  the  Administrative  Management  and 
Support  program  for  FY  1994  will  be  increased  by  $433,000;  even 
with  an  increase  in  funds  the  program  will  still  be  reduced  by  9 
staff  years  from  previously  authorized  levels.   Total  request  for 
FY  1994:   $8,938,000. 


FY  1992 
Actual 


FY  1993 
Estimate 


FY  1994 
Request 


Staff-Years  (FTE) 


89 


86 


77 


Obligations  (000) : 
Comp/Benef its 
Other  (Direct) 
Other  (Pro  rata) 


$  4,610 
2,959 
1.211 


4,748 
2,484 
1.273 


$  4,309 
3,135 
1.494 


Total 


$  8,780 


$   8,505 


$  8,938 


Accomplishments  (FY  1992) 

During  FY  1992,  computer  capabilities  were  upgraded  to  more 
effectively  serve  the  operating  divisions  and  manage  Commission 
resources.   A  separate  section  details  some  of  the  work  of  the 
Office  of  Information  Resources  Management  (OIRM) . 

In  1990  the  Office  of  Budget  and  Fiscal  Operations  received 
notice  from  the  Treasury  Department  that  payroll  services  would 
be  terminated.   OBFO  and  the  Office  of  Personnel  converted  to  the 
National  Finance  Center  Payroll/Personnel  Processing  System  in  FY 
1992.   To  maximize  the  use  of  the  new  electronic  processing 
system,  CFTC  decentralized  payroll  data  entry  and  authorization 
to  over  70  timekeepers  in  five  regional  offices.   Biweekly  pay 
records  now  are  transmitted  directly  to  NFC  from  these  70  time- 
keepers and  result  in  the  direct  disbursement  of  funds. 
Decentralization  allows  a  shift  from  lower  level  clerical  and 
data  entry  functions,  to  a  higher  level  of  audit,  review  and 
financial  analysis. 
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The  budget  staff  continued  to  in^rove  amd  enhance  the 
internal  financial  reporting  process  in  order  to  provide  execu- 
tive management  with  a  sound  and  efficient  system  for  making 
resource  decisions.  It  also  worked  in  conjunction  with  the 
Chairman's  office  and  the  Executive  Director  to  identify  areas 
which  had  to  be  cut  back  in  FY  1993  due  to  budgetary  constraints. 

The  Office  of  Administrative  Services  oversees  the  acquisi- 
tion and  design  of  new  office  space  and  moved  the  Central  Region- 
al Office  and  the  Eastern  Regional  Office  to  new  locations  in 
Chicago  and  New  York.   In  Chicago  CFTC  offices  moved  from  the 
Sears  Tower  to  space  at  400  S.  Riverside.   In  New  York  the  office 
move  from  the  47th  floor  of  the  World  Trade  Center  to  space  on 
the  37th  floor.   The  new  space  in  each  city  provides  a  much  more 
efficient  working  environment  geared  towards  greater  use  of 
information  management  and  data  processing. 

Administrative  Services  also  installed  the  new  telephone 
systems  which  were  acquired  in  FY  1991.   The  new  systems  offer 
digital  equipment  and  full -feature  telephone  units  which  can  be 
internally  programmed  to  accommodate  changing  communications 
requirements. 

The  Office  of  Personnel  administered  the  hiring  of  approxi- 
mately 150  new  Commission  employees.   Also,  the  Office  of  Person- 
nel began  implementing  an  agency-wide  training  plan,  beginning 
with  a  new  Commission  employee  orientation  program  and 
participated  in  the  agency's  Excellence  2000  efforts.   The  Office 
worked  closely  with  OBFO  and  OIRM  to  convert  to  the  NFC 
personnel/payroll  system. 

During  FY  1992  the  Library  continued  to  make  extensive  use 
of  the  Commission's  Financial  Management  System  to  manage  its 
procurement  process  and,    with  the  assistcince  of  OIRM,  installed 
the  automated  card  catalogue  on  the  local  area  network  in  Wash- 
ington where  it  is  now  on-line  to  all  en^iloyees  located  in  the  K 
Street  building.   A  total  of  730  requisitions  were  processed  by 
the  Library,  of  which  402  were  for  divisional  and  regional 
offices.   Also,  a  total  review  of  all  CcMnmission  subscriptions 
was  undertaken  which  resulted  in  the  elimination  of  many 
periodicals  and  newspapers. 

Planned  Activities  (FY  1993) 

During  FY  1993  the  Office  of  Budget  amd  Fiscal  Operations, 
in  concert  with  the  Office  of  Information  Resources  Management, 
plans  to  upgrade  the  Commission's  Financial  Mamagement  System  to 
bring  it. into  compliance  with  current  Federal  Regulations  and  to 
integrate  the  billing  and  receipts  of  Commission  imposed  civil 
monetary  penalties.   OBFO  will  also  spend  a  much  larger  portion 
of  its  resources  dealing  with  the  in^jact  of  the  reduced  funding 
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levels  that  the  Commission  received  in  FY  1993  and  anticipated  in 
FY  1994. 

The  Office  of  Administrative  Services  plans  to  negotiate  a 
new  lease  and  move  the  Commission's  Western  Regional  Office  to  a 
new  location  in  the  Los  Angeles  area.   OAS  staff  also  will 
continue  its  on- going  project  to  meet  with  various  landlords  and 
brokers  to  review  alternatives  for  Headquarters  space  in  DC. 
Also,  another  item  that  will  be  implemented  in  FY  1993  is  the 
metering  of  mail  for  all  CFTC  offices  in  accordance  with  United 
States  Postal  Service  policy. 

The  Office  of  Personnel  will  continue  to  enhance  it's  in- 
house  training  program.   New  courses  this  year  will  include  basic 
training  in  futures,  options,  swaps  and  derivatives.   With  a 
hiring  freeze  in  place  for  the  agency  the  office  will  be  required 
to  place  added  emphasis  on  position  management  and  employee 
relations. 

The  Library  will  continue  to  place  its  major  emphasis  on 
automation.   During  FY  1993  many  hardcopy  historical  periodicals 
will  be  replaced  with  versions  on  CD  ROM.    This  will  allow  some 
relief  to  the  overcrowding  that  the  Library  has  experienced  in 
the  past  years. 

Impact  of  the  Current  Level  (FY  1994) 

The  Office  of  the  Executive  Director  will  continue  to 
provide  management  and  services  in  support  of  the  Commission's 
objectives.   However,  without  growth  in  these  key  support  areas, 
new  initiatives  will  not  be  undertaken. 

Impact  of  the  Reduced  Request  (FY  1994) 

At  the  reduced  staffing  level  the  various  offices  of  the 
Office  of  the  Executive  Director  will  not  be  able  to  implement 
new  programs,  and  will  work  to  maintain  the  current  level  of 
operations  as  adequately  as  possible.    Highest  priority  will  be 
given  to  the  essential  administrative  functions  in  the  personnel, 
payroll,  budget  and  service  areas.   Many  of  the  activities 
currently  being  performed  will  have  to  be  curtailed.   For  exam- 
ple: 

At  this  level  the  Office  of  Budget  and  Fiscal  Opera- 
tions will  not  be  able  to  undertake  any  new  initiatives 
in  the  financial  area  and  planned  improvements  in  the 
areas  of  cash  management  and  financial  reporting  will 
not  occur.   Also,  the  Executive  branch's  priority  to 
improve  its  financial  management  will  be  jeopardized. 
Although  many  of  the  legislated  requirements  of  the 
Chief  Financial  Officer  Act  were  directed  to  larger 
Federal  entities,  the  demand  for  improved,  standardized 
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and  effective  accounting  and  financial  systems  affects 
every  financial  team  in  the  Federal  government. 

The  Office  of  Administrative  Services  will  not  be  able 
to  respond  to  routine  problems  in  a  timely  manner 
raising  the  risk  of  possible  disruptions  during  periods 
of  regular  operation  and  times  of  market  emergency. 

The  awarding  of  contracts  will  take  more  than  six 
months  and  the  processing  time  for  procurement  orders 
will  go  from  3-5  days  to  10-15  days. 

The  Office  of  Personnel  will  be  unable  to  provide  an 
adequate  level  of  employee  relations  and  EEO  counsel- 
ing.  This  service  becomes  critical  to  the  agency 
during  times  of  cutback  when  morale  is  low  and  pressure 
on  employees  is  high.   Failure  to  resolve  these  prob- 
lems at  an  early,  informal  stage  can  be  both  time- 
consuming  and  costly  to  the  agency. 

Personnel  will  be  unable  to  provide  timely,  thorough 
advice  to  managers  on  position  management  issues.   A 
large  nxomber  of  position  management  and  classification 
issues  are  expected  to  arise  during  any  downsizing 
exercise  since  employees  will  be  asked  to  take  on 
additional  duties.   Failure  to  address  these  issues  in 
an  effective  manner  can  lead  to  not  only  poor  manage- 
ment of  agency  resources  but  also  an  increase  in  the 
number  of  employee  grievances  or  EEO  complaints. 

A  reduction  in  library  staff  will  require  the  remaining 
staff  to  focus  on  the  technical  processes  of  acquiring, 
receiving,  cataloguing,  processing,  and  shelving  or 
filing  of  various  types  of  materials  required  by  the 
Commission  and  necessary  to  maintain  the  Library's 
physical  collection  at  the  expense  of  direct  services 
to  the  users. 

The  Library  would  have  to  drop  the  interlibrary  loan 
service,  the  routing  of  journals  and  tables  of  contents 
service  and  the  performance  of  reference  and  on-line 
search  assistance. 
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INFORMATION  RESOURCES  MANAGEMENT 

The  Office  of  Information  Resources  Management  provides 
computer  support  to  all  agency  programs  and  operations. 

Accomplishments  (FY  1992) 

The  Office  of  Information  Resources  Management  conducted  a 
feasibility  study  of  imaging  technology,  reviewed  sources  of  the 
technology,  developed  procurement  specifications,  and  acquired 
and  implemented  an  application  for  the  daily  newsclips.   The 
newsclips  application  includes  optical  scanning  and  digitizing  of 
the  document  images,  optical  character  recognition  and  transla- 
tion of  a  copy  of  the  image  to  text,  text  searching  that  results 
in  retrieval  of  the  image  of  the  dociament  to  the  screen,  indexing 
and  retrieval  of  images  by  topic.   Experience  gained  in  the 
development  of  this  application  will  be  used  to  determine  re- 
quirements and  cost  benefit  analyses  of  other  applications  of 
electronic  data  information  storage. 

The  Commission's  data  center  and  mainframe  computer  were 
moved  to  a  new  location  in  Chicago  in  January,  1992.   Floor 
plans,  security  access  protections,  fire  protection  plans, 
special  air  conditioning  diagrams,  raised  flooring  design, 
network  power,  data  cabling  and  other  important  aspects  of  the 
new  location  were  upgraded  to  conform  to  the  latest  standards 
during  construction  of  the  new  space. 

In  conjunction  with  moves  of  the  regional  offices  in  Chicago 
and  New  York,  new  local  area  network  topology  was  introduced  for 
personal  computers  in  those  regions.   The  new  10-base  T  networks 
enable  OIRM  support  staff  to  isolate  network  problems  quickly, 
leading  to  prompt  solutions. 

Changes  were  made  to  the  Integrated  Market  Surveillance 
System,  the  Financial  Surveillance  System,  and  the  Exchange 
Database  System  to  provide  capabilities  to  properly  process  short 
term  options  such  as  the  five-day  gold  option  approved  for 
trading  on  the  Commodity  Exchange  of  New  York. 

Programs  were  changed  in  the  Exchange  Database  System  to 
enable  the  system  to  perform  accurate  calculations  on  dates  after 
the  turn  of  the  century.   Contracts  trading  five  years  ahead  of 
delivery  have  been  approved  for  trading  so  that  modifications  to 
systems  for  future  month  and  year  need  to  be  in  place  well  before 
the  year  2000.   OIRM  has  begun  to  make  changes  to  the  Integrated 
Market  Surveillance  System  to  allow  accurate  functioning  with 
turn  of  the  century  dates. 

The  Correspondence  System  was  expanded  to  include  the 
Division  of  Trading  and  Markets  and  the  Office  of  the  Executive 
Director,  in  addition  to  the  other  offices  already  using  the 
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system.   Entries  made  in  the  system  for  correspondence  arriving 
in  the  Office  of  the  Secretariat  are  automatically  sent  through 
the  local  area  network  to  the  systems  in  the  offices  assigned  to 
respond  to  the  correspondence.  A  searching  mechanism  was  devel- 
oped to  allow  certain  users  to  search  the  systems  of  each  divi- 
sion to  find  documents  anywhere  within  the  Commission. 

As  a  part  of  the  conversion  to  the  new  personnel /payroll 
system  OIRM  esteiblished  and  tested  telecommunications  with  the 
Department  of  Agriculture's  National  Finance  Center,  set  up 
security  profiles  for  timekeepers,  personnel  and  payroll  special- 
ists, and  coordinated  training  facility  preparation. 

The  Commission's  library  catalogue  system  was  made  available 
on  the  local  area  network  to  improve  access  to  Commission  staff. 

OIRM  provided  extensive  support  to  investigations  of  trade 
practice  abuses  and  other  illegal  market  activities  through 
computer  programs  developed  for  the  Division  of  Trading  and 
Markets  and  the  Division  of  Enforcement. 

A  report  on  the  security,  trading  system  volume  capacity  and 
eibility  to  detect  trading  abuses  by  trading  systems  at  the  Kansas 
City  Board  of  Trade  was  prepared.  Additional  evaluations  were 
made  of  screen  based  trading  systems  and  other  new  technologies 
under  development  by  exchanges  including:   the  Chicago  Mercantile 
Exchange  (CME)  and  Chicago  Board  of  Trade  (CBT)  GLOBEX  system, 
the  NYMEX  ACCESS  system,  and  the  Automated  Data  Input  Terminal 
(AUDIT)  handheld. computer  input  devices  being  tested  by  CBT  and 
CME. 

Systems  for  filing  financial  data  electronically,  under 
development  at  the  CME  and  CBT,  were  reviewed.  OIRM  installed 
copies  of  the  software  for  testing  by  the  Division  of  Trading  and 
Markets  and  discussed  implementation  strategies  for  CFTC  receipt 
of  electronically  filed  data  with  exchange  staff. 

OIRM  continued  to  interact  with  members  of  Working  Group  7 
of  the  screen  based  trading  systems  subgroup  of  the  International 
Organization  of  Securities  Commissions  (IOSCO) .  Work  in  this 
area  led  to  the  development  of  generally  accepted  principles  for 
screen  based  trading  systems  that  are  being  used  internationally. 

A  separate  operating  environment  was  established  on  the 
Commission's  IBM  mainfreune  con^uter  in  anticipation  of  installa- 
tion, testing  and  conversion  to  a  new  operating  system,  IBM's 
MVS/Extended  System  Architecture  (MVS/ESA) .   Implementation  of 
ESA  is  anticipated  in  FY  1993.   ESA  will  improve  security  and 
efficiency  of  the  Commission's  mainframe  system. 
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Planned  Activities  (FY  1993) 


The  mainfreune  computer  upgrade  from  an  IBM  9121  Model  210  to 
a  Model  260  projected  in  the  approved  Five  Year  Plan  for  ADP  and 
Data  Communications  and  included  in  the  Commission's  contract 
with  IBM,  will  be  delayed  until  FY  1994. 

Evaluation  and  study  of  the  need  for  improvements  and/or 
redesign  of  the  Commission  surveillance  systems  begun  in  FY  1992 
will  continue  in  FY  1993.   It  is  anticipated  the  development 
activity  for  the  Integrated  Surveillance  System  will  begin  late 
in  FY  1993  and  continue  through  FY  1994. 

The  Exchange  Datedsase  System  will  be  enhanced  to  process 
trade  data  being  produced  by  new  exchange  automated  system 
initiatives  such  as  GLOBEX,  Project  A  and  NYMEX  ACCESS.   In 
addition,  modifications  necessary  to  process  exchange  time  and 
sales  data  will  be  completed.  New  reports  will  be  programmed  as 
required. 

A  database  will  be  established  of  Commission  Interpretations 
and  Opinions.   The  database  will  utilize  the  Commission's  imaging 
system  and  be  available  for  search  and  retrieval  on  the  CFTC 
network.  Authorized  CFTC  employees  will  use  the  dataUaase  for 
reference  work. 

Justification  of  the  Current  Level  (FY  1994) 

In  FY  1994,  OIRM  will  dedicate  a  significant  portion  of  its 
systems  development  resources  to  the  programming,  testing,  and 
implementation  of  a  new  Integrated  Surveillance  System.   The 
former  system  was  developed  in  1984.   The  new  system  will  better 
support  Options  processing,  provide  support  for  the  structure  of 
more  innovative  futures  and  options  contracts,  handling  of  date 
information  beyond  the  year  2000,  and  improvements  to  management 
information  displays. 

OIRM  will  continue  evaluating  exchange  systems  for  security, 
capacity  to  handle  peak  trading  volumes,  and  ability  to  detect 
trading  abuses,  and  reviewing  development  effort  of  screen  based 
trading  systems.  As  systems  are  completed,  OIRM  will  stay 
abreast  of  their  operational  performance.   Initiatives  under 
review  include  GLOBEX,  Project  A,  AUDIT,  and  ACCESS, 

The  Integrated  Financial  Management  System  (FMS)  will  be 
upgraded  from  Release  4.0  to  5.1.  This  will  be  done  to  take 
advantage  of  improved  accounts  receivable  and  travel  processing 
in  the  later  release  and  to  insure  future  maintenance  support 
from  the  vendor  which  developed  the  FMS. 

Enhancements  will  continue  to  be  made  to  the  Exchange 
Database  System  to  insure  that  exchange  generated  changes  such  as 
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data  formats  and  additional  trade  information  from  new  automated 
trading  systems  can  be  processed  efficiently  and  effectively. 

It  is  anticipated  the  requirements  for  end  user  computing 
support  will  continue  to  grow  as  faster  PC  platforms  are 
introduced  and  new  software  products  become  available.   OIRM  will 
evaluate  the  need  for  a  new  spreadsheet  and  end  user  dateibase 
development  tool  for  Commission- wide  use. 

Impact  of  the  Reduced  Request  Level  (FY  1994) 

With  its  level  of  staff  resources  reduced  from  the  1993 
level,  the  Office  of  Information  Resources  Management  will  give 
priority  to  operating  and  maintaining  the  mainframe  computer. 
The  mainframe  computer  will  be  upgraded  as  planned.   However, 
support  to  existing  local  area  network  and  mainframe  computer 
system  users  in  meeting  the  Commission's  objectives  for  market 
surveillance,  financial  surveillance,  trade  analysis,  financial 
management,  and  administrative  needs  will  be  severely  cut  back; 
there  will  be  insufficient  staff  to  cover  the  needs  of  Commission 
personal  computer  users.   The  mainframe  computer,  an  installed 
base  of  over  600  microcomputers,  and  the  local  area  and  wide  area 
networks  will  be  supported  for  operations.   However, 
troubleshooting,  hardware  and  software  installation  and 
maintenance  will  be  limited.   Network  management,  security  access 
authorization  control,  word  processing  training  and  general 
support  will  be  severely  curtailed. 

The  systems  development  projects  planned  for  FY  1994  will  be 
significantly  impacted.   The  implementation  of  a  new  Integrated 
Surveillance  System  will  be  delayed  for  a  year,  with  limited 
impact  on  the  quality  of  surveillance,  affecting  mainly  markets 
where  futures  expiring  in  the  year  2000  will  begin  trading  in 
January  1995.   Enhancements  planned  for  the  Exchange  Database 
System  and  a  software  upgrade  for  the  Financial  Management  System 
will  not  be  initiated.   The  only  systems  development  activity 
that  will  continue  will  be  essential  changes  to  mission  critical 
systems  to  ensure  they  remain  operational . 

OIRM  will  not  be  able  to  continue  to  evaluate  exchange 
systems  for  security,  capacity  to  handle  peak  trading  volumes, 
and  ability  to  detect  trading  abuses.   Potential  problems  in 
these  systems  may  not  be  recognized  in  time  for  the  Commission  to 
take  actions  that  encourage  the  exchanges  to  prevent  problems 
from  occurring. 
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PROCEEDINGS 

The  Office  of  Proceedings  is  under  the  administrative 
direction  of  the  Office  of  the  Executive  Director.   The  Office  of 
Proceedings  is  divided  into  two  sections,  the  Complaints  Section 
and  the  Hearings  Section.   The  Complaints  Section  receives 
customer  claims  (called  "reparations  complaints")  against  persons 
or  firms  registered  under  the  Commodity  Exchange  Act,  prepares 
claims  for  forwarding  to  the  Hearings  Section  and  dismisses 
claims  which  are  clearly  outside  the  Commission's  jurisdiction  or 
which  are  pending  in  another  forum.   Judgment  Officers  in  the 
Hearings  Section  decide  customer  claims  in  voluntary  and  summary 
proceedings  and  Administrative  Law  Judges  conduct  formal  pro- 
ceedings.  Administrative  Law  Judges  also  decide  enforcement 
cases  brought  by  the  Commission  against  persons  or  firms  who  have 
violated  the  Commodity  Exchange  Act  or  the  Commission's  rules  and 
regulations. 

Resource  Changes  (FY  1994) 

In  keeping  with  the  reductions  in  the  President's  budget, 
the  Commission  anticipates  the  Office  of  Proceedings  for  FY  1994 
will  be  increased  by  $23,000;  even  with  an  increase  in  the  funds 
the  program  will  still  be  reduced  by  1  staff  year  from  previously 
authorized  levels.   Total  request  for  FY  1994:   $1,949,000. 

FY  1992      FY  1993      FY  1994 
Actual    Estimate     Request 

Staff  Years  (FTE>;  25  23  22 

Obligations  (OOO)t 

Comp/Benefits  $  1,389  $   1,455  $  1,414 

Other  (Direct)  133  131  135 

Other  (Pro  rata)  347  340  400 

Total  $  1,869     $   1,926      $  1,949 

Accomplishments  (FY  1992 > 

The  number  of  complaints  received  by  the  Complaints  Section 
in  FY  1992  was  125.   In  addition,  during  FY  1992  the  Office  of 
Proceedings  responded  to  about  13,700  phone  calls,  700  written 
inquiries,  and  500  walk-in  requests,  and  sent  out  about  1,400 
reparations  brochures. 

The  Complaints  Section  forwarded  to  the  Hearings  Section  a 
total  of  153  complaints  for  voluntary,  summary  or  formal 
adjudication  during  FY  1992.   The  Complaints  Section  ended  FY 
1992  with  a  workload  of  27  complaints  outstanding.   The 
Complaints  Section  also  supported  activities  of  the  Division  of 
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Complaints  Section  also  supported  activities  of  the  Division  of 
Enforcement  by  providing  the  Division  with  information  on 
incoming  complaints. 

During  FY  1992,  the  Hearings  Section  rendered  initial 
decisions  on  the  merits  in  92  reparations  cases.   In  addition,  38 
reparation  cases  were  dismissed  for  cause,  58  were  settled  and  18 
were  defaulted.   At  this  rate  of  disposition,  the  Hearings 
Section  will  reduce  its  workload  to  147  cases.   With  regard  to 
enforcement  cases,  the  Hearings  Section  began  FY  1992  with  a 
workload  of  41  administrative  actions.   Forty  were  received 
during  FY  1992.   Of  these  81  enforcement  cases  on  the 
administrative  law  judges'  dockets  during  FY  1992,  17  cases  were 
settled,  28  decisions  were  issued  and  36  actions  were  carried 
forward  into  FY  1993. 

Both  the  Complaints  Section  and  the  Hearings  Section 
maintained  an  up-to-date  Reparations  Sanctions  In  Effect  List  and 
an  Enforcement  Sanctions  in  Effect  List.   The  Reparations  list, 
which  is  published  annually  and  updated  semimonthly,  is  a  record 
of  individuals  and  firms  who  have  not  paid  reparations  awards. 
The  Enforcement  list,  which  is  a  record  of  individuals  and  firms 
who  have  enforcement  sanctions  such  as  trading  prohibitions 
outstanding  against  them  is  published  annually.   These  lists  are 
available  to  the  public  and  are  distributed  to  the  exchanges,  the 
National  Futures  Association,  the  Futures  Industry  Association, 
the  National  Association  of  Securities  Dealers,  and  the 
Securities  and  Exchange  Commission  for  use  in  their  compliance 
efforts. 

Planned  Activities  (FY  19931 

During  FY  1993,  the  reparations  workload  in  the  Complaints 
Section  is  expected  to  remain  about  the  same.   Given  the  rate  of 
inquiries  in  FY  1992,  the  Office  of  Proceedings  expects  to 
receive  about  13,700  telephone  and  600  written  inquiries,  400 
walk-in  inquiries,  and  expects  to  send  out  about  1,400 
reparations  brochures.   It  is  estimated  that  the  number  of 
complaints  received  will  be  about  150.   Because  of  the  reduction 
of  five  staff  years,  the  carryover  of  complaints  will  increase 
from  27  to  62  cases  pending  in  the  Complaints  Section  at  the  end 
of  FY  93.   Moreover,  the  average  processing  time  in  the 
Complaints  Section  will  likely  increase  fifteen  days.   In 
addition,  the  response  time  to  the  telephone  and  written 
inquiries  will  increase  significantly. 

Also,  due  to  the  reduction  of  five  staff  years,  the 
carryover  in  the  Hearings  Section  will  increase  from  147  to  172 
reparations  cases  pending  at  the  end  of  FY  1993.   It  is  estimated 
that  more  than  30  enforcement  actions  will  be  filed  during  FY 
1993  creating  a  total  workload  of  80  cases.   However,  the 
Hearings  Section  will  be  able  to  dispose  of  approximately  20 
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enforcement  cases,  resulting  in  an  increase  in  the  carryover  from 
36  to  50, 

Impact  of  the  Current  Services  Level  (FY  1994 ) 

The  continuing  impact  of  the  reduction  of  five  staff-years 
will  be  significant.   The  carryover  of  reparation  cases  from  FY 
1993  to  FY  1994  in  the  Complaints  Section  will  increase  over  56 
percent,  after  already  increasing  130  percent  from  FY  1992  to  FY 
1993.  Moreover,  the  average  processing  time  will  increase  to  20 
days.   The  carryover  in  the  Hearings  Section  for  reparation  cases 
will  increase  about  thirty-five  percent  and  the  carryover  of 
enforcement  cases  will  increase  about  2  0  percent.   Moreover,  the 
length  of  time  to  complete  reparation  cases  will  increase  at 
least  20  percent  and  thus  will  take  almost  15  to  18  months  to 
complete,  rather  than  the  current  12  to  14  months. 

In  addition,  our  response  turn-around  time  for  requests  for 
public  information  is  usually  immediate  or  less  than  24  hours.   A 
reduction  in  six  staff  years  will  eliminate  the  immediate 
response  time  in  most  instances,  and  delay  our  response  time  to 
at  least  a  week  or  more. 

Impact  of  Reduced  Request  Level  (FY  1994) 

The  impact  of  the  reduction  of  one  additional  (on  top  of  the 
5  in  FY  1993)  staff-years  in  FY  1994  is  dreunatic.   Over  time  the 
Office  of  Proceedings  has  met  the  goal  of  the  Commission  and  the 
Congressional  intent;  that  is,  it  has  provided  an  inexpensive, 
expeditious  forum  for  handling  customer  complaints.   However, 
without  a  restoration  of  staffing  this  record  will  be  in 
jeopardy. 
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LEGAL  COUNSEL 

The  Legal  Counsel  Program,  operated  by  the  Office  of  the 
General  Counsel,  provides  the  Commission,  the  individual  Commis- 
sioners, and  the  Commission's  operating  divisions  with  legal 
services  in  support  of  agency  objectives.  These  services  include 
engaging  in  defensive,  appellate,  and  amicus  litigation;  drafting 
administrative  decisions;  providing  legal  advice  and  support  for 
the  Commission's  programs;  drafting  regulations;  and  interpreting 
the  Commodity  Exchange  Act. 

Resource  Changes  fFY  1994) 

In  keeping  with  the  reductions  in  the  President's  budget, 
the  Commission  anticipates  the  Legal  Counsel  Program  for  FY  1994 
will  be  decreased  by  $99,000  and  3  staff  years  from  previously 
authorized  levels.   Total  request  for  FY  1994:   $2,917,000. 

FY  1992      FY  1993     FY  1994 
Actual     Estimate     Request 

Staff -Years  (FTE);  36  33  30 

Obligations  (000); 

Comp/Benefits  $  2,458  $    2,467  $   2,280 

Other  (Direct)  77  61  64 

Other  (Pro  rata)  488   488  573 

Total  $  3,023    $    3,016    $   2,917 

Accomplishments  (FY  1992) 

Litigation.   Legal  Counsel's  litigation  generally  can  be 
divided  into  the  appellate,  district  court  and  administrative 
areas.  Turning  first  to  appellate  litigation,  in  FY  1992,  Legal 
Counsel  defended  30  appellate  actions:  11  petitions  for  review  of 
Commission  administrative  enforcement  decisions  and  19  petitions 
for  review  of  Commission  reparation  decisions. 

In  FY  1992,  Legal  Counsel's  caseload  in  U.S.  district  courts 
mirrored  the  level  attained  in  recent  years.   Legal  Counsel 
appeared  on  behalf  of  the  Commission  in  10  district  court 
actions.   These  cases  principally  arise  from  Commission 
enforcement  actions  and  personnel  matters,  but  also  include  Legal 
Counsel's  appearance  in  U.S.  district  courts  on  bankruptcy 
matters. 

Legal  Counsel  is  routinely  involved  in  other  district  court 
and  state  litigation  as  well.   For  example,  in  FY  1992,  Legal 
Counsel  handled  56  matters  in  which  parties  in  private  litigation 
and  arbitration  (including  cases  brought  by  federal  and  state 


488 

87 

regulatory  agencies)  sought  information  from  the  Commission  by 
serving  subpoenas  for  the  testimony  of  Commission  staff  and  for 
the  production  of  Commission  records,  or  by  formally  requesting 
testimony  of  Commission  employees.   In  these  cases,  as  necessary. 
Legal  Counsel  seeks  to  protect  commercial  and  market  sensitive 
information  falling  within  the  confidentiality  provisions  of 
Section  8  of  the  Commodity  Exchange  Act  and  to  protect  against 
disclosures  which  would  impair  Commission  investigations, 
surveillance  or  enforcement  efforts. 

Another  type  of  district  court  litigation  involves  bank- 
ruptcy proceedings  of  insolvent  commodity  brokers.   Legal  Counsel 
provides  assistance  to  trustees  and  courts  in  such  cases  to 
insure  that  customer  funds  receive  proper  treatment  under  the 
Bankruptcy  Code.  In  FY  1992,  Legal  Counsel  handled  34  bankruptcy 
proceedings. 

Legal  Counsel  also  continued  its  amicus  curiae  ("friend  of 
the  court")  litigation  prograun  in  FY  1992  and  participated  in 
four  such  cases.  The  principal  mission  of  Legal  Counsel  staff  in 
eunicus  cases  is  to  assist  the  courts  in  resolving  difficult  or 
novel  questions  arising  under  the  Commodity  Exchange  Act  or 
Commission  regulations  with  a  view  to  making  significant 
contributions  to  the  development  of  consistent  and  accurate  legal 
precedent. 

Legal  Counsel  also  conducted  administrative  litigation  in  FY 
1992.   Such  litigation  involves  employment  law  matters  as  well  as 
the  ethical  standards  of  attorneys  and  accountants  who  appear  or 
practice  before  the  Commission.   Employment  law  matters  generally 
involve  allegations  by  employees  or  former  employees  that  they 
were  denied  equal  employment  opportunity  or  merit  system 
protection.   In  FY  1992,  Legal  Counsel  handled  five  such  matters. 
Part  14  proceedings  determine  whether,  based  on  prior  conduct, 
particular  attorneys  or  accountants  should  be  denied  the 
privilege  of  appearing  or  practicing  before  the  Commission.  In  FY 
1992,  Legal  Counsel  saw  the  conclusion  of  one  Part  14  matter  at 
the  litigation  stage. 

Opinions.   The  Legal  Counsel  staff  manages  the  Commission's 
appellate  adjudicatory  prograun  by  analyzing  the  factual  and  legal 
issues  raised  in  an  appeal,  consulting  with  the  Commissioners  and 
their  legal  advisors  about  those  issues  and  preparing  a  recom- 
mended opinion  and  order  resolving  the  issues  in  a  manner  sup- 
ported by  a  majority  of  the  participating  Commissioners.   In 
general,  the  issues  resolved  by  the  Commission  arise  out  of 
appeals  from:  (1)  an  Administrative  Law  Judge's  decision  in  an 
enforcement  action  brought  by  the  Commission  to  sanction  viola- 
tions of  the  Act  and  related  regulations;  (2)  a  presiding 
officer's  decision  in  a  reparation  action  brought  by  a  futures 
customer  to  recover  deunages  proximately  caused  by  violations  of 
the  Act  and  related  regulations;  (3)  the  National  Futures 
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Association's  ("NFA")  decision  in  a  disciplinary,  membership 
denial  or  registration  action  brought  against  one  of  its  members 
or  associates;  or  (4)  a  futures  exchange's  decision  in  a 
disciplinary,  access  denial  or  other  type  of  adverse  action 
brought  against  one  of  its  members  or  associates. 

For  the  most  part,  the  Commission  defers  to  the  factual 
analysis  of  the  decision-maker  who  has  initially  reviewed  the 
record,  focusing  its  limited  appellate  resources  on  the  proper 
resolution  of  the  legal  or  policy  issues  that  are  most  likely  to 
have  a  significant  impact  on  members  of  the  futures  industry  and 
their  customers.   The  Legal  Counsel  staff  works  closely  with  the 
Commissioners  and  their  legal  advisors  in  order  to  maintain  an 
appropriate  balance  between  quality  and  productivity  in  the 
Commission's  appellate  adjudicatory  program. 

Legal  Counsel  resolved  192  appeals  in  FY  1992,  with  a 
pending  docket  of  54  cases.   At  the  Chairman's  initiative.  Legal 
Counsel  addressed  itself  to  clearing  a  backlog  of  pending 
matters,  principally  reparation  appeals.   A  very  substantial 
amount  of  staff  time  was  devoted  to  this  effort,  with  staff 
members  who  normally  perform  other  tasks  being  temporarily 
assigned  to  draft  opinions.   This  highly  successful  initiative 
means  that  in  the  upcoming  fiscal  year,  appeals  may  be  assigned 
to  staff  attorneys  for  analysis  promptly  after  being  briefed.   In 
several  major  reparation  cases,  the  Commission  enforced  the 
principle  that  claimants  may  recover  only  those  damages 
proximately  flowing  from  conduct  violative  of  the  Act.   In  the 
enforcement  area  of  its  appellate  caseload,  the  Commission  made 
clear  that  the  propriety  of  a  trading  prohibition  depends  upon 
the  presence  of  a  nexus  between  the  wrongdoing  at  issue  and  the 
integrity  of  the  futures  markets. 

Legal  Advisor.   Legal  Counsel  is  the  chief  legal  advisor  to 
the  Commission.  In  this  role.  Legal  Counsel  participates  in  the 
formulation  of  the  Commission's  regulatory  policy,  preparing 
advisory  memoranda  to  the  Commission  on  legal  issues  relating  to 
regulatory  initiatives,  legislative  proposals,  and  statutory 
interpretations.  Legal  Counsel  is  routinely  available  to  the 
Commission  and  its  operating  divisions  for  legal  consultation  and 
advice . 

The  Legal  Counsel  staff  also  reviews  documents  prepared  for 
the  Commission  by  other  divisions  to  ensure  consistency  with 
statutory  requirements.  Commission  precedent  and  policy,  and 
legal  developments.  In  addition,  the  staff  assists  individual 
Commissioners  and  program  managers  in  the  development  of  the 
Commission's  regulatory  progreons.   The  staff  answers  public 
inquiries  concerning  the  Commission's  statutory  responsibilities 
and  provides  legal  opinions  to  federal  and  state  agencies  with 
related  regulatory  interests.  It  also  publishes  formal  inter- 
pretations involving  questions  arising  under  the  Commodity 


490 

69 

Exchange  Act  that  are  of  interest  to  a  broad  sector  of  the 
futures  industry. 

Legal  Counsel  provides  support  to  the  Conunission's  enforce- 
ment program  by  performing  legal  analyses  and  drafting  background 
memoranda  concerning  enforcement  actions.  By  the  end  of  FY  1992 
Legal  Counsel  reviewed  over  100  proposed  enforcement  actions.  A 
number  of  these  cases  involve  complicated  issues  of  law  and  fact 
that  must  be  analyzed  under  demanding  time  constraints. 

Applications  for  contract  market  designation  and  proposed 
contract  market  rule  changes  are  also  reviewed  by  Legal  Counsel. 
In  FY  1992,  Legal  Counsel  analyzed  242  of  these  matters. 

Proposed  Commission  regulatory  initiatives  are  also  reviewed 
by  the  Legal  Counsel  staff.   Moreover,  the  staff  often  assumes 
primary  responsibility  for  drafting  proposed  Commission  rules, 
statutory  interpretations  and  other  regulatory  mandates.   In 
addition,  in  FY  1992,  Legal  Counsel  continued  to  analyze 
financial  services  provisions  proposed  for  inclusion  in  GATT  and 
NAFTA,  responded  to  no-action  requests  related  to  the  domestic 
offer  and  sale  of  foreign  stock  indices,  and  devoted  substantial 
resources  to  the  Commission's  effort  to  negotiate  information 
sharing  arrangements  with  foreign  nations. 

In  the  legislative  area.  Legal  Counsel's  workload  in  FY  1992 
was  heavy,  primarily  due  to  lengthy  Congressional  proceedings 
associated  with  the  Commission's  reauthorization;   its  workload 
also  reflected  Congress'  interest  in  broad-based  reform  of  the 
nation's  financial  markets.   By  the  end  of  FY  1992, 
reauthorization  had  been  completed  and  the  Futures  Trading 
Practices  Act  of  1992  was  signed  into  law  on  October  28.   In 
addition,  throughout  much  of  the  year.  Legal  Counsel  staff 
devoted  a  substantial  amount  of  time  to  assisting  the  Commission 
in  analyzing  a  continuing  flow  of  legislative  proposals  and 
Congressional  inquiries.   Legal  Counsel  continued  to  review 
specific  proposals  for  reform  in  order  to  advise  the  Commission 
on  how  such  proposals  were  likely  to  bear  on  the  operation  of  the 
futures  industry  and  the  Commission's  regulatory  operations. 

Finally,  in  discharging  its  duty  as  the  Commission's  legal 
advisor.  Legal  Counsel  furnished  ongoing  advice  on  topics  as 
diverse  as  rules  or  actions  of  self -regulatory  organizations. 
Commission  rules,  ethics  questions,  Commission  acquisitions  and 
contractual  requirements,  and  personnel  matters.   The  staff  also 
helped  to  assure  the  Commission's  compliance  with  the 
Rehabilitation  Act,  the  Privacy  Act,  the  Federal  Advisory 
Committee  Act,  the  Freedom  of  Information  Act,  the  Budget  and 
Accounting  Procedures  Act,  the  Government  in  the  Sunshine  Act, 
the  Paperwork  Reduction  Act,  and  the  Regulatory  Flexibility  Act. 
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Planned  Activities  (FY  19931 

Generally,  Legal  Counsel's  litigation  caseload  has  been  a 
function  of  the  Commission's  enforcement  activity  and  its 
reparations  docket.   Legal  Counsel  has  seen  a  surge  in  the  number 
of  bankruptcy  proceedings  involving  insolvent  brokers  and  other 
members  of  the  futures  industry,  in  which  the  Commission  assists 
courts  and  trustees  on  behalf  of  customers.   Meanwhile,  there  has 
been  a  decline  in  the  number  of  reparation  actions  instituted, 
appealed  from  presiding  officers'  decisions  to  the  Commission, 
and  appealed  from  the  Commission  to  U.S.  circuit  courts. 
However,  the  number  of  cases  not  involving  the  agency  as  a  party, 
but  in  which  Commission  documents  and/or  employee  testimony  has 
been  sought,  is  substantially  higher  than  anticipated. 
Accordingly,  while  the  Commission  anticipates  a  litigation 
caseload  at  least  as  active  as  last  year,  the  likely  composition 
of  that  caseload  remains  somewhat  uncertain. 

With  the  exception  of  cases  in  which  the  Commission 
participates  as  amicus  curiae.  Legal  Counsel's  litigation 
activity  is  mandatory,  since  Legal  Counsel  must  defend  the  agency 
when  it  is  sued  or  its  orders  challenged  in  court.   Moreover, 
even  Legal  Counsel's  amicus  participation  is,  in  part,  obligatory 
since  the  Commission  is  often  called  upon  to  clarify  important 
aspects  of  commodities  law,  either  to  forestall  future  litigation 
or  at  the  direct  request  of  a  reviewing  court. 

Based  upon  recent  trends  in  the  number  of  cases  received  on 
appeal.  Legal  Counsel  expects  that  its  FY  1993  opinions  caseload 
will  approximate  the  level  experienced  in  FY  1992.   However, 
Legal  Counsel  also  expects  that  much  of  this  case  load  will 
contain  enforcement  and  exchange  review  cases  involving  trade 
practice  violations.   These  types  of  cases  are  as  a  rule 
extremely  time-consuming  and  require  concentrated  rather  than 
piecemeal  analysis.   Consequently,  more  staff  hours  must  be 
devoted  to  them  than  to  the  reparations  cases  which  formed  the 
greater  percentage  of  the  work  in  FY  1992. 

Predicting  Legal  Counsel's  advisory  workload  is  more  diffi- 
cult because  such  work  is  largely  dependent  upon  a  variety  of 
external  factors,  including  the  activity  of  other  Commission 
progreuns;  requests  for  legal  analysis  from  the  Commission, 
individual  Commissioners,  and  other  divisions;  inquiries  from 
federal  and  state  officials;  legal  issues  encountered  by  the 
National  Futures  Association;  proposed  Congressional  legislation 
that  requires  Commission  comment;  and  requests  for  legal  inter- 
pretations from  commodities  professionals  and  members  of  the 
public.   In  general,  however.  Legal  Counsel's  advisory  function 
has  increased  in  absolute  terms  and  as  a  proportion  of  its  total 
workload.   At  this  time.  Legal  Counsel  anticipates  that  a  number 
of  issues  will  contribute  to  its  advisory  burden,  notably,  the 
continued  development  and  use  of  hybrids,  swaps  and  related 
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financial  instruments  and  products,  the  implementation  of 
regulations  governing  floor  trade  practices,  proposed  £Lmendments 
to  the  Commission's  Code  of  Conduct  precipitated  by  Executive 
Order  No.  12674,  and  the  ongoing  global  expansion  of  futures 
trading,  particularly  the  areas  of  after  hours  and  electronic 
trading. 

The  Commission  expects  that  implementation  of  the  Futures 
Trading  Practices  Act  of  1992  will  consume  substantially  the  same 
level  of  resources  as  those  devoted  to  its  passage.   Legal 
Counsel  also  anticipates  that  it  will  continue  to  provide  support 
to  the  Commission  as  it  addresses  Congressional  inquiries  from 
its  oversight  committees  as  well  as  individual  members  of  Con- 
gress, and  continues  to  monitor  and  contribute  to  the  public 
discussion  of  overall  financial  market  reform.   Finally,  Legal 
Counsel  expects  to  continue  its  cooperative  efforts  with  staff  at 
other  federal  agencies,  including  the  Securities  and  Exchange 
Commission,  the  Internal  Revenue  Service,  the  Department  of 
Agriculture,  the  Federal  Reserve,  the  Department  of  Treasury,  the 
Office  of  the  Comptroller  of  the  Currency,  the  State  Department, 
and  the  Department  of  Justice. 

In  FY  1993,  Legal  Counsel  anticipates  that  it  will  continue 
to  consider  a  variety  of  international  matters.   For  example. 
Legal  Counsel  will  continue  to  spend  significant  staff  resources 
reviewing  the  implementation  of  the  foreign  futures  and  option 
rules.  In  addition,  Legal  Counsel  expects  that  the  Commission 
will  continue  to  pursue  information  sharing  agreements  with 
foreign  governments  and  that  Legal  Counsel  will  expend  resources 
in  implementing  this  goal. 

As  the  above  description  of  Legal  Counsel's  FY  1993  planned 
activities  indicates,  the  majority  of  its  work  is  reactive  in 
nature  and  necessary  to  the  operation  of  the  Commission. 
Consequently,  a  reduction  of  staffing  levels  from  existing  levels 
would  result  in  Legal  Counsel  employees  in  FY  1993  doing  the 
quantity  of  work  that  only  a  larger  number  could  perform  in  a 
timely  manner.   Reduction  of  staff  levels  would  have  a  negative 
impact  on  the  FY  1993  planned  activities  of  the  Legal  Counsel  by 
creating  time  delays  in  all  activities  and  by  curtailing  the 
level  of  participation  in  some  others.   In  particular,  despite 
having  effectively  cleared  its  backlog  of  opinions  matters.  Legal 
Counsel  believes  that  a  decrease  in  existing  staff  levels  would 
increase  the  possibility  of  creating  a  new  backlog.   Similarly,  a 
reduction  in  staff  level  would  curtail  the  Commission's  amicus 
curiae  participation  in  situations  where  Commission  participation 
is  not  requested  by  a  court.   Reduction  of  staff  will  affect  the 
Legal  Counsel's  ability  to  assist  foreign  governments. 
Cooperative  efforts  between  the  Commission  and  other  agencies 
would  suffer  and  would  cease  in  many  instances.   Moreover,  time 
delays  in  the  performance  of  some  legal  tasks  would  be  especially 
detrimental.   For  example,  in  the  advisory  workload  area,  the 
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private  sector  depends  on  Legal  Counsel  to  provide  timely  answers 
to  regulatory  interpretation  questions  which  often   involve  new 
products.   Resolution  of  these  questions  is  critical  in  order  to 
keep  America  competitive  in  commodity  markets  throughout  the 
world.   In  conclusion,  staff  cuts  would  create  substantial 
problems  in  all  areas  of  the  Legal  Counsel's  activities. 

Impact  of  the  Current  Services  Level  (FY  1994) 

In  recent  years.  Legal  Counsel  has  successfully  met  its  goal 
of  providing  expert  legal  advice  and  representation  to  the 
Commission,  its  operating  divisions,  and  the  public.   Legal 
Counsel's  FY  1994  request  is  designed  to  ensure  that  the  staff 
will  continue  to  meet  its  obligations  to  the  Commission,  its 
operating  divisions,  and  the  public. 

Although  it  is  difficult  to  predict  Legal  Counsel  activity 
more  than  a  year  in  advance,  certain  reliable  assessments  con- 
cerning FY  1994  can  be  made.   As  futures  and  options  trading  con- 
tinues to  expand,  and  as  public  participation  in  such  trading 
continues  to  grow.  Legal  Counsel  can  safely  project  that  its 
litigation  and  opinions  caseloads  will  remain  high.   In  addition, 
given  the  increasing  internationalization  and  proliferation  of 
financial  and  futures  markets  and  instruments.  Legal  Counsel 
anticipates  that  its  regulatory  agenda  will  remain  filled  with 
novel  questions  of  law  (i.e.,  issues  of  international  law, 
computerized  trading,  hybrids)  that  will  demand  significant  staff 
resources . 

Operation  of  the  Legal  Counsel  at  current  services  level 
would  produce  significant  strain  on  existing  staff  and  would 
cause  delays  in  resolution  of  all  areas  of  its  workload, 
especially  in  litigation.   For  example,  during  litigation  at  the 
appellate  court  level,  the  Legal  Counsel  must  meet  court  imposed 
deadlines  for  filing  agency  records.   Due  to  an  existing  shortage 
of  paralegals,  staff  attorneys  must  assist  in  this  specialized 
clerical  function,  which  results  in  an  inefficient  allocation  of 
scarce  resources.   Moreover,  as  Legal  Counsel's  workload  expands, 
this  situation  will  be  exacerbated,  causing  very  significant 
stress  on  the  existing  staff  levels. 

The  current  services  level  is  3  FTE  short  of  what  Legal 
Counsel  anticipated  that  it  would  need  for  this  fiscal  year. 
That  translates  into  a  nearly  10  percent  reduction  in  staff 
levels.   At  a  minimum.  Legal  Counsel  expects  this  reduction  to 
diminish  its  ability  to  timely  perform  its  duties  in  all  areas. 

Impact  of  Reduced  Requests  Level  (FY  1994  1 

The  reduced  request  level  has  the  effect  of  reducing  Legal 
Counsel's  staff  level  by  nearly  10  percent  from  its  current, 
already  reduced,  services  level.   Operation  of  the  Legal  Counsel 
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at  this  severely  reduced  level  would  deeply  retard  its  ability  to 
timely  perform  its  duties.   It  seems  likely  that  the  impact  of 
the  reduced  request  level  would  be  to  create  a  backlog  of 
opinions  matters,  curtail  substantially  the  amicus  curiae 
program,  and  in  general,  increase  pressure  on  its  staff. 
Moreover,  Legal  Counsel's  ability  to  assist  foreign  governments 
as  well  as  its  promotion  of  cooperative  efforts  between  the 
Commission  and  other  agencies  would  greatly  suffer  and  would 
likely  cease  in  many  instances. 

Legal  Counsel  is  operating  with  a  staff  which  has  already 
been  reduced  by  10  percent  from  an  adequate  operating  level.   The 
reduced  request  level  further  reduces  this  already  inadequate 
staff  level  and  results  in  further  difficulties  and  efficiencies 
in  all  areas  of  Legal  Counsel's  responsibilities. 

If  further  resources  were  made  available,  each  additional 
FTE  would  reduce  the  likelihood  of  delays  as  well  as  increase  the 
possibility  of  Commission  participation  in  such  activities  as 
amicus  curiae  and  cooperative  efforts  involving  other  agencies. 
Moreover,  each  additional  FTE  would  provide  support  for  the  Legal 
Counsel  to  perform  its  expanding  duties  in  a  timely  fashion  under 
what  is  likely  to  be  an  increasing  workload. 
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Report  to  Congress  on  Plans  to  Convert  to  the  Metric  System 

This  report  is  submitted  in  compliance  with  P.L.  100-418. 

The  Commodity  Futures  Trading  Commission  (CFTC)  does  not  set 
any  standard  of  measurement  that  would  require  conversion  to  the 
metric  system.   Although  we  regulate  trading  in  commodity  futures 
and  options  on  the  nation's  14  commodity  exchanges,  the 
measurement  systems  in  use  at  these  exchanges  are  a  function  of 
prevailing  commercial  practice  and  are  not  dictated  by  CFTC. 

The  CFTC  complies  with  GSA  schedules  and  regulations  in  its 
procurements;  accordingly  we  will  comply  with  any  direction  given 
by  GSA  regarding  metric  system  use. 
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REPORT  ON  OBLIGATIONS  FOR  INFORMATION  TECHNOLOGY  SYSTEMS 
SUMMARY  OF  OBLIGATIONS   FY  1992   -  FY  1994 


1.  CAPITAL  INVESTMENT  ($000) 

A.  Purchase  of  hardware 

B.  Purchase  of  software 

C.  Site  or  facility 

Subtotal 

2.  PERSONNEL  ($000) 
A. 


B. 


Compensation,  benefits 
and  travel 

Workyears 

Subtotal 


EQUIPMENT,  RENTAL,  SPACE  AND 
OTHER  OPERATIONAL  COST  ($000) 

A.  Lease  of  hardware 

B.  Lease  of  software 

C.  Space 

D.  Supplies  and  other 

Subtotal 
COMMERCIAL  SERVICES  ($000) 

A.  ADPE  time 

B.  Voice  communications 

C.  Data  communications 

D.  Operations  and  maintenance 

E.  Systems  analysis,  programming 
design,  and  engineering 


FY  1992 

FY  1993 

FY  1994 

Actual 

Estimate 

Reauest 

692 

34 

615 

121 

49 

50 

134 

29 

30 

947 

112 

695 

1,757 

1,926 

1,685 

(31.5) 

(32) 

(27) 

1,757 

1,926 

1,685 

0 

0 

0 

291 

448 

460 

330 

383 

424 

123 

117 

127 

744 

948 

1,011 

356 

168 

172 

153 

164 

170 

67 

88 

90 

245 

332 

345 

254 

629 

646 

499 

96 

F.  Studies  and  other  (training)      14  27  27 

G.  Significant  use  of 

information  technology        0        0        0 

Subtotal  1,069        1,408        1,450 

5.    INTERAGENCY  SERVICES  ($000) 


A.  Payments 

B.  Offsetting  collections 

Subtotal 

732 

0 

732 

720 

_o 

720 

691 

0 

691 

INTRA-AGENCY  SERVICES 

A.  Payments 

B.  Offsetting  collections 

Subtotal 

0 
0 
0 

0 
0 
0 

0 

0 
0 

OTHER  SERVICES 

A.  Payments 

B.  Offsetting  collections 

Subtotal 

0 

Q 

0 

0 
0 
0 

0 

0 
0 

TOTALS 

A.    Total  obligations  5,269       5,114        5,532 
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ESTIMATE  OF  OBLIGATIONS  FOR  FY  1993 

CAPITAL  INVESTMENT  ($000) 
\.         PURCHASE  OF  HARDWARE  $     34 

—  Telephone  Systems /Equipment         ($  34) 

B.  PURCHASE  OF  SOFTWARE  $     49 

Microcomputer  Software  Packages     ($  49) 

for  Expanded  Software 

Requirements 

C.  SITE  OR  FACILITY  $     29 

Modifications  to  Network  Wiring     ($  20) 

to  Support  Additional  Personal 

Computers 

Specialized  ADP/Network  Furniture   ($   9) 

PERSONNEL  ($000) 

A.  COMPENSATION,  BENEFITS  AND  $  1,926 
TRAVEL 

B.  WORK  YEARS  (32) 

EQUIPMENT  RENTAL,  SPACE  AND  OTHER 
OPERATIONAL  COSTS  ($000) 

A.  LEASE  OF  HARDWARE  $      0 

B.  LEASE  OF  SOFTWARE  $    448 

—  IBM  MVS/XA  Operating  System  ($222) 

—  Datacomm  DBMS  ($  63) 
Top  Secret  Security  Package  ($   8) 

—  Statistical  Software  ($  42) 
Tape  Management  System  ($   5) 

—  FDR,  ABR,  Compaktor  ($  5) 
JARS  Accounting  System  ($5) 
Syncsort  ($  4) 
Banyan  Network  Operating  System  ($  30) 
Financial  Management  System  ($  49) 

—  CD  Rom  Library  Subscriptions  ($  15) 

C.  SPACE  $    383 
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D.    SUPPLIES  AND  OTHER  $    117 

—  Supplies  ($117) 
COMMERCIAL  SERVICES  ($000) 

A.  ADPE  TIME  $    168 

—  RCC  Market  Research  ($5) 

—  LEXIS /WESTLAW/ JURIS  Research         ($14) 

—  Library  Services  ($23) 

B.  VOICE  COMMUNICATIONS  $    164 

Leased  Telephones  ($164) 

C.  LEASED  SERVICES  $     88 

Communication  Lines  for  Mainframe   ($  88) 
and  Expanded  Microcomputer  Network 

D.  OPERATIONS  AND  MAINTENANCE  $    332 

Computer  Output  Microfiche         ($  4) 

Services 

Maintenance  New  Computer  System 

Maintenance  of  Tape  Drives 

and  Printer 

—  Maintenance  Disk  Drives 

—  Maintenance  Front  End  Processor 
Maintenance  Terminals  and  Remote 
Controllers 

—  Maintenance  Remote  Site  Printers  ($  37) 
Maintenance  Microcomputer  Network  ($  36) 
File  Servers 

—  Maintenance  of  Network  Communi-  ($  17) 
cation  Devices 

—  Maintenance  of  PC  Equipment        ($  15) 
— -  Maintenance  Chicago  Data  Center    ($   9) 

A/C 

Maintenance  Washington  Operations   ( $  4 ) 

Center  A/C 

Maintenance  for  Telephone  Systems   ($  64) 

E.  SYSTEMS  ANALYSIS,  PROGRAMMING  $    629 
AND  DESIGN 

—  Applications  Programming  Support  ($482) 
Systems  Programming  Support        ($120) 

—  Technical  Support  for  the  ($  27) 


($ 
($ 

49) 
26) 

($ 
($ 
($ 

27) 

5) 

39) 
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Financial  Management  System 
(Per  contract) 

?.    STUDIES  AND  OTHER  $      27 

—  Commercial  Training  ($27) 

G.    SIGNIFICANT  USE  OF  INFORMATION  $       0 

TECHNOLOGY 

INTERAGENCY  SERVICES  ($000) 

A.    PAYMENTS  $    72  0 

—  Personnel/Payroll  System  ($  72) 
(National  Finance  Center) 
JUST  (Department  of  Justice) 
GOALS  (Department  of  Treasury) 
FEDLINK  (Library  of  Congress) 
Dept.  of  Agriculture 
GSA  Telephones 
FTS  Telephones 

TOTAL  $  5,114 


($ 

11) 

($ 

8) 

($ 

9) 

($ 

18) 

($368) 

($234) 
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ESTIMATE  OF  OBLIGATIONS  FOR  FY  1994 

1.    CAPITAL  INVESTMENT  ($000) 

A.    PURCHASE  OF  HARDWARE  $    615 

Upgrade  to  Mainframe  Computer      ($485) 
System  (Per  approved  ADP  Plan) 
Replacement  Personal  Computers      ($  40) 
to  Increase  Efficiency  of 
Professional  Staff  (20  Units) 

—  Replacement  Terminals,  Modems,      ($  50) 
Switches,  Printers,  etc. 

Telephone  Systems /Equipment         ($  40) 

B.  PURCHASE  OF  SOFTWARE  $     50 

Microcomputer  Software  Packages     ($  50) 

for  Expanded  Software 

Requirements 

C.  SITE  OR  FACILITY  $     30 

Modifications  to  Network  Wiring    ($  20) 

to  Support  Additional  Personal 

Computers 

Specialized  ADP/Network  Furniture   ($  10) 

I.         PERSONNEL  ($000) 

A.  COMPENSATION,  BENEFITS  AND  $  1,685 
TRAVEL 

B.  WORK  YEARS  (27) 

5.    EQUIPMENT  RENTAL,  SPACE  AND  OTHER 
OPERATIONAL  COSTS  ($000) 

A.  LEASE  OF  HARDWARE 

B.  LEASE  OF  SOFTWARE 

—  IBM  MVS/XA  Operating  System 
Datacomm  DBMS 

—  'Top  Secret  Security  Package 

Statistical  Software 
Tape  Management  System 
FDR,  ABR,  Compaktor 


$ 

0 

$ 

460 

($214) 

($    63) 

($      B) 

($   42) 

($      5) 

($      5) 
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JARS  Accounting  System 
Syncsort 
—  Banyan  Ketwork  Operating  System 
Financial  Management  System 
CD  Rom  Library  Subscriptions 

SPACE 

SUPPLIES  AND  OTHER 


($ 

5) 

($ 

4) 

($ 

30) 

($ 

49) 

($ 

35) 

Supplies 
Periodicals 

COMMERCIAL  SERVICES  ($000) 

A.  ADPE  TIME 

—  RCC  Market  Research 

LEXIS/WESTLAW/JURIS  Research 

Library  Services 

B.  VOICE  COMMUNICATIONS 

Leased  Telephones 

C.  —   DATA  COMMUNICATIONS 

Communication  Lines  for  Mainframe 
and  Expanded  Microcomputer  Network 

D.  OPERATIONS  AND  MAINTENANCE 

Computer  Output  Microfiche 
Services 

—  Maintenance  New  Computer  System 

—  Maintenance  of  Tape  Drives 
and  Printer 

—  Maintenance  Disk  Drives 

—  Maintenance  Front  End  Processor 
Maintenance  Terminals  and  Remote 
Controllers 

—  Maintenance  Remote  Site  Printers 
Maintenance  Microcomputer  Network 
File  Servers 

Maintenance  of  Network  Communi- 
cation Devices 

—  Maintenance  of  PC  Equipment 

—  Maintenance  Chicago  Data  Center 
A/C 

--  Maintenance  Washington  Operations 


($120) 
($   7) 


($  5) 
($144) 
($  23) 


($170) 


($  90) 


($   4) 


($ 

56) 
26) 

($ 
($ 

27) 

5) 

39) 

($ 

($ 

37) 
36) 

($ 

17) 

15) 
9) 

$    424 
$    127 


$    172 


$    170 


$     90 


$    345 


($   4) 
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Center  A/C 

—  Maintenance  for  Telephone  Systems    ($  70) 

E.  SYSTEMS  ANALYSIS,  PROGRAMMING,  $    646 
DESIGN  AND  ENGINEERING 

—  Applications  Programming  Support  ($499) 
Systems  Programming  Support  ($120) 

—  Technical  Support  for  the  ($  27) 
Financial  Management  System 

(Per  contract) 

F.  STUDIES  AND  OTHER  $     27 

—  Commercial  Training  ($  27) 

G.  SIGNIFICANT  USE  OF  INFORMATION  $      0 
TECHNOLOGY 

INTERAGENCY  SERVICES  ($000) 

A.    PAYMENTS  $    691 

Personnel/Payroll  System  ($  72) 

(National  Finance  Center) 
JUST  (Department  of  Justice) 
GOALS  (Department  of  Treasury) 
FEDLINK  (Library  of  Congress) 

—  Dept.  of  Agriculture 
GSA  Telephones 
FTS  Telephones 

TOTAL  $   5,532 


($ 

11) 

($ 

9) 

($ 

10) 

($ 

19) 

($330) 

($240) 
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REPORT  ON  OBLIOAXXONS  FOR  MAJOR  ZNPORIUTION  TECRNOIiOOY  SYSTKNS 

COMMODITY  FUTURES  TRAOIMO  COMMISSION 

FINANCIAL  MANAOEMENT  SYSTEM  (FMS) 

(in  thouaands  of  dollars) 


Check  only  one; 

Non-financial 

X  Financial 
Mixed   ( %  Financial) 


Check  only  one: 

New  syatem 

Replacement  system 

X  Existing  system  (  5  %  Upgrade  (s)) 


Capital  inveetmente 

A.  Purchase  of  hardware 

B.  Purchase  of  software 

C.  Site  or  facility 

Subtotal 


FY92 


0 
0 
0 
0 


FY93 


FY94 


Personnel 

A.  Compensation,  benefits, 

and  travel 

B.  Workyears  (#) 

Subtotal 


51 

,75 
51 


53 

.75 
53 


S3 

.75 
53 


and 


Equipment  rental,  space, 
other  operating  costs 

A.  Lease  of  hardware 

B.  Lease  of  software 

C.  Space 

D.  Supplies  and  other 

Subtotal 


Commercial  eeryicea 

A.  ADPE  time 

B.  Voice  communications 

C.  Data  communications 

D.  Operations  and  maintenance 

E.  Systems  analysis,  programming, 

design,  and  engineering 

F.  Studies  and  other 

G.  Significant  use  of  information 

technology 
Subtotal 


0 

0 

49 

49 

0 

0 

0 

0 

49 

49 

0 

0 

0 

0 

0 

0 

0 

0 

143 

133 

0 

0 

0 

0 

143 


133 


0 

49 

0 

0 

49 


0 
0 
0 
0 
130 

0 
0 

130 


Interagency  services 

A.  Payments 

B.  Offsetting  collections 

Subtotal 


0 
0 
0 


0 
0 
0 


0 
0 
0 
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6.  Intra-aoencv  ■ervlces* 

A.  Paymcnte  0  0  0 

B.  Offsetting  collections  0  0  0 

Subtotal  0  0  0 

7.  Other  aerviceB 

A.  Payments  0  0  0 

B.  Offsetting  collections  0  0  0 

Subtotal  0  0  0 


TOTALS 

A.  Total  obligations  243  235  232 

B.  Total  budget  authority  (net)  243  235  232 

C.  Total  outlays  (net)  243  235  232 


At  the  agency  level  these  entries  should  net  to  zero. 
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PERFORMANCE  STATISTICS 
ENFORCEMENT 


INVESTIGATIONS 

Pending  Beginning 
of  Fiscal  Year 

New  Investigations 
Opened 

Investigations 
Closed 

Pending  End  of 
Fiscal  Year 


FY  1992 
Actual 


FY  1993 
Estimate 


FY  1994 
Request 


165 

104 

84 

70 

65 

65 

131 

85 

68 

104 

84 

81 

LITIGATION 

Pending  Beginning 
of  Fiscal  Year 

New  Cases  Opened 

Cases  Completed 

Pending  End  of 
Fiscal  Year 


22 

117 

109 

54 

47 

42 

59 

55 

54 

117 


109 


97 
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PERFORMANCE  STATISTICS 

MARKET  SURVEILLANCE 


Weekly  Surveillance 
Sheets  Prepared 

Special  Market 
Surveillance  Reports 

Reports  from  Traders 

FCM  Audits 

Information  Letters 
Sent 

Compliance  Letters: 

Reporting 
Requirements 

Speculative  Limits 

Reports  Published 


FY  1992 
Actual 


2,905 


FY  1993 
Estimate 


2,500 


FY  1994 
Request 


2,500 


72 

20 

20 

744,096 

830,740 

850,000 

91 

36 

25 

7,025 

5,800 

3,500 

3,148 

2,600 

2,000 

3,074 

2,530 

1,500 

74 

70 

50 

1,689 

3,024 

2,900 
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PERFORMANCE  STATISTICS 
MARKET  ANALYSIS 


New  Futures  Contracts — 
Completed  Reviews 

Economic  Analyses  of  Futures 
Rule  Changes  Completed 

New  Option  Contracts — 
Completed  Reviews 

Economic  Analyses  of  Option 
Rule  Changes  Completed 


FY  1992 

FY 

1993 

FY  1994 

Actual 

Estimate 

Reauest 

24 

24 

24 

94 

96 

98 

18 

18 

18 

43 

43 

43 
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PERFORMANCE  STATISTICS 
MARKET  REVIEW  AND  DEVELOPMENT 


Inquiries  and  Requests 
General  Correspondence 
Exemption  Requests 
Interpretations 
Petition  Requests 


FY  1992 

FY 

1993 

FY  1994 

Actual 

Estimate 

Request 

275 

300 

300 

30 

35 

35 

4 

5 

5 

4 

5 

5 

Domestic  Markets 

Rule  Enforcement  Reviews 

Trade  Practice  Investigations 

Referrals: 

To  Self-Regulatory 
Organizations 

To  Division  of  Enforcement 

Designated  Self -Regulatory 
Organizations  Disciplinary 
Actions 

Exchange  Emergency  Actions 
Reviewed 


4 
96 


7 
80 


5 
60 


17 

15 

10 

10 

8 

10 

675 

660 

600 

4 

4 

4 

Regulatory  Analysis 
Rules  Approved 
Rules  Made  Effective 


1,160 
393 


900 
450 


900 
450 
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PERFORMANCE  STATISTICS 
INTERMEDIARY  AND  PROFESSIONAL  REVIEW 


Public  Inquiries: 

General  Correspondence 
Exemption  Requests 
No-Action  Requests 
Interpretations 

Total 

Managed  Funds  (CPOs  and  CTAs ) 


FY  1992 

FY  1993 

FY  1994 

Actual 

Estimate 

Reauest 

50 

55 

60 

157 

160 

155 

94 

100 

95 

40 

45 

40 

341 


Fitness  Reviews  of  FBs 

Denial  Notices/Referrals 
to  Enforcement 

Review  of  Withdrawal 
Requests 


96 


21 


986 


360 


300* 


40 


1,000 


350 


Disclosure  Documents 
Processed 

4,127 

3,000 

3,000 

Comment  Letters  Issued 

1,829 

1,000 

1,000 

Referrals: 
To  SRO 
To  Division  of  Enforcement 

4 
1 

0 

1 

4 

1 

Registration  and  Penalty 

Collect 

ion 

250* 


35 


1,100 


Civil  Penalties 

($000) 

New 

$3,207 

$3,000 

$3,000 

Collected 

2,286 

2,500 

2,500 

Written-off 

1,049 

1,118 

700 

Balance 


3,318 


2,700 


2,500 


These  figures  reflect  the  enactment  of  the  new  requirement  for 
registration  of  floor  traders. 


514 

PERFORMANCE  STATISTICS 
FINANCIAL  RISK  MANAGEMENT 


FY  1992 
Actual 


FY  1993 
Estimate 


FY  1994 
Request 


SRO  Rule  Enforcement  Reviews 

Oversight  Audits: 

Futures  Commission  Merchants 
Commodity  Pools 
Other  Registrants 

Financial  Investigative  Reviews 

Referrals  to  Division  of 
Enforcement 

Financial  Reports  Reviewed 

Warning  and  Noncompliance 
Letters  Issued 

Interpretations,  Exemptions 
No-Actions  and  Relief 
Letters  Issued 

Telegraphic  Notices  Investigated 


38 

25 

20 

22 

25 

20 

22 

20 

20 

8 

1 

3,711 

211 

133 
82 


1 

3,200 

120 

120 
80 


1 
2,800 

100 

100 
60 
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PERFORMANCE  STATISTICS 
PROCEEDINGS 


REPARATIONS  CASES 

Complaints  Section 

Complaints  pending  beginning 
of  Fiscal  Year 

Complaints  Filed 

Complaints  Dismissed 

Complaints  Forwarded  for  All 
Types  of  Proceedings 

Complaints  Pending  End  of 
Fiscal  Year 

Hearings  Section 

Cases  Pending  Beginning 
of  Fiscal  Year 

Cases  Received  for  All 
Types  of  Proceedings* 

Cases  Dismissed  for  Cause 

Cases  Settled 

Cases  Disposed  of  by  Default 

Cases  Disposed  of  by  Initial 
Decision 

Total  Dispositions 

Cases  Pending  at  End  of 
Fiscal  Year 


FY  1992 
ACTUAL 


177 


147 


FY  1993 

ESTIMATE 


147 


172 


FY  1994 

REQUEST 


73 

27 

62 

125 

150 

150 

18 

15 

15 

153 

100 

100 

27 

62 

97 

172 


176 

110 

145 

38 

15 

15 

58 

10 

10 

18 

10 

10 

92 

50 

50 

206 

85 

85 

232 


*  Includes  Remands  and  Reconsiderations. 
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FY  1992     FY  1993     FY  1994 
ACTUAL     ESTIMATE      REQUEST 

ENFORCEMENT  CASES 

Hearings  Section 

Cases  Pending  Beginning 

of  Fiscal  Year  41  36  50 

Cases  Received  for 
Adjudication* 

Cases  Settled 

Decisions  Issued 

Total  Dispositions 

Cases  Pending  at  End 

of  Fiscal  Year  36  50  60 

REPARATIONS  INQUIRIES 

Telephone  Inquiries 

Walk-In  Inquiries 

Written  Inquiries 

Brochures  Sent 

*  Includes  Remands  and  Reconsiderations 


40 

34 

30 

17 

10 

10 

28 

10 

10 

45 

20 

20 

13,700 

13,000 

13,000 

500 

400 

400 

700 

600 

600 

1,400 

1,400 

1,400 
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PERFORMANCE  STATISTICS 
LEGAL  COUNSEL 


FY  1992 
ACTUAL 


Appellate  Litigation 

Reparations 
Enforcement 

Pet it ions /Appeals 
Rules/Regulatory  Actions 
Other 

Total  Appellate 

Other  Litigation 

District  Courts 
Third  Party  Subpoenas 
Amicus  (all  courts) 
Bankruptcy 
Other 

Total  Other  Litigation 

Administrative  Litigation/Proceedings 


19 

11 
0 
1 

31 


78 


FY  1993 
ESTIMATE 


11 


13 
4 
3 

30 


115 


FY  1994 
REOUEST 


15 


15 
5 
3 


7 

14 

16 

32 

45 

48 

4 

4 

5 

34 

48 

52 

1 

4 

4 

126 


Personnel 
FOIA/Privacy  Act 
Other 

5 
20 

1 

6 
23 

1 

6 

25 

1 

Total  Administrative 

26 

30 

32 

GRAND  TOTAL 

135 

175 

196 
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PERFORMANCE  STATISTICS 
LEGAL  COUNSEL  —  OPINIONS 


Matters  Pending  at  Beginning 
of  Fiscal  Year 

Matters  Received  During 
Fiscal  Year 

Matters  Completed  During 
Fiscal  Year 

Matters  Pending  at  End  of 
Fiscal  Year 


FY  1992 

FY 

1993 

FY  1994 

ACTUAL 

ESTIMATE 

REQUEST 

154 

65 

30 

74 

75 

75 

192 

110 

75 

54 

30 

30 
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APPENDIX  C 

SUMMARY  OF  FUTURES  AND  OPTIONS  TRADING 

FY  1991  AND  FY  1992 
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Tuesday,  March  2,  1993. 
FARM  CREDIT  ADMINISTRATION 

WITNESSES 

HAROLD  B.  STEELE,  CHAIRMAN  AND  CHIEF  EXECUTIVE  OFFICER 
BILLY  ROSS  BROWN,  BOARD  MEMBER 

GARY  BYRNE,  BOARD  MEMBER,  AND  CHAIRMAN,  FARM  CREDIT  SYSTEM 
INSURANCE  CORPORATION 

Mr.  DuRBiN.  Grood  morning  and  welcome  to  this  hearing  of  the 
Subconmiittee  on  Agriculture,  Rural  Development,  Food  and  Drug 
Administration  and  Related  Agencies.  We  are  considering  the  ap- 
propriation request  of  the  Farm  Credit  Administration.  Testifying 
this  morning  is  the  Chairman  and  Chief  Executive  Officer,  Harold 
Steele.  Accompanying  him  are  Board  members  Billy  Ross  Brown  and 
Gary  Byrne  who  is  also  Chairman  of  the  Farm  Credit  System 
Insurance  Corix)ration. 

Mr.  Steele  has  submitted  testimony  for  the  record,  and  it  will  be 
included  in  its  entirety.  I  welcome  you  to  the  subcommittee  and 
invite  you,  at  this  point,  to  simimarize  and  give  us  the  highlights  so 
that  we  might  ask  some  follow-up  questions. 

Mr.  Steele.  Thank  you,  Mr.  Chairman,  Members  of  the  Commit- 
tee. We  do  appreciate  being  here,  able  to  testify  and  also,  following 
the  overview  of  the  statement,  answer  questions. 

SYSTEM  STATUS 

First  of  all,  since  1989  the  agriculture  sector  as  a  whole  has  basi- 
cally maintained  its  financial  condition.  The  agriculture  sector's 
improved  debt  to  asset  ratio  may  suggest  to  some  that  farmers  can 
carry  more  debt,  but  credit  is  not  a  substitute  for  income,  and  we 
know  that  not  all  farmers  are  in  solid  financial  health.  About  half 
the  Nation's  farmers  carry  debt  financing. 

For  those  operations  with  sales  of  over  $100,000  annually,  over 
80  percent  do  carry  debt.  A  limited  number  of  these  have  high 
enough  debt  to  asset  ratios  to  pose  concerns  if  either  expenses  were 
to  jump  or  receipts  were  to  decline  significantly.  Current  prospects 
are  for  cash  receipts  and  net  incomes  of  crop  producers  to  decline 
in  1993. 

A  positive  factor  to  the  overall  farm  economy  has  been  lower  in- 
terest rates.  Helping  to  lower  Farm  Credit  System  borrower  inter- 
est rates  during  the  past  four  years  have  been  lowest  spreads  on 
System  issues  associated  with  improved  confidence  and  the  public's 
perception  of  a  stronger  regulation  of  the  System  by  the  FCA. 
From  historically  high  spreads  exceeding  80  basis  points  in  1987, 
the  System's  average  spread  was  only  about  eight  basis  points  over 
U.S.  Treasury  bills  at  the  end  of  1992.  For  each  basis  point  re- 
duced in  the  spread  approximately  five  and  a  half  million  dollars 
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in  interest  expense  is  saved  by  the  System  and  its  farmer  borrow- 
ers. 

I  would  ask  that  you  turn  to  page  three  of  my  prepared  testimony. 
You  will  see  the  graph  which  displays  these  reductions  in  the 
System's  spreads  during  the  six-year  period  to  see  the  interest  rate 
benefit  the  farmer  borrower  now  enjoys.  I  would  also  like  to  turn  to 
the  System's  financial  condition. 

I  am  very  pleased  to  report  that  the  overall  financial  condition  of 
the  System  continued  to  improve  during  the  first  nine  months  of 
1992.  Aggregate  System  net  income  during  that  period  was  $729 
million,  a  17  percent  increase  over  the  same  period  of  1991,  and 
since  we  submitted  this  testimony  to  you  last  Thursday,  the  Farm 
Credit  System  Funding  Corporation  came  out  with  their  final  fig- 
ures for  1992,  and  we  can  happily  say  that  the  net  income  for  the 
System  for  the  year  end  was  $986  million. 

I  think  that  is  the  second  highest  on  record  going  back  to  prob- 
ably the  early  1980s.  A  favorable  interest  rate  environment  allowed 
the  System  to  increase  profitability  and  capital  while  still  main- 
taining its  competitive  position  in  the  agriculture  lending  sector. 
To  illustrate,  net  interest  income  increased  13.5  percent  to  $1.3  bil- 
lion for  the  first  nine  months  of  1992,  from  $1.1  billion  for  the 
same  period  in  1991.  All  of  the  System's  institutions  permanent 
capital  is  above  the  7  percent  regulatory  minimum. 

It  is  also  noteworthy  to  point  out  that  due  to  an  improved  finan- 
cial condition,  two  of  the  four  banks  that  received  direct  assistance 
from  the  Farm  Credit  System  Assistance  Board  have  purchased 
zero  coupon  bonds  that  upon  maturity  in  2003  will  repay  the  re- 
spective direct  assistance.  This  action  is  a  significant  step  toward  a 
reinvigorated  System. 

FARMER  MAC 

The  volume  of  Farmer  Mac  I  increased  5.4  times  from  year  end 
1991  to  1992.  Farmer  Mac  II  increased  2.7  times.  To  date  eight 
institutions  have  been  certified  as  poolers.  Most  recently  the  Farm 
Credit  Bank  of  Columbia  became  the  first  System  certified  by 
Farmer  Mac.  Over  the  past  few  months  we  have  had  several  congres- 
sional inquiries  about  the  decreasing  capital  level  of  Farmer  Mac, 
and  while  it  is  true  that  the  capital  level  has  decreased,  the  rate  of 
decline  has  been  slowing. 

Farmer  Mac's  capital  will  continue  to  decline  until  it  reaches  a 
break  even  point  from  its  operations.  However,  the  year  end  1992 
level  of  capital  for  Farmer  Mac  is  over  three  times  greater  than 
the  minimum  capital  level  required  by  statute.  I  would  like  to  com- 
ment on  several  issues  that  have  been  of  interest  to  the  Subcommit- 
tee in  the  past,  and  the  first  is  the  Riso-Dempsey  Management 
Study. 

MANAGEMENT  STUDY 

As  of  October  1992,  FCA  completed  a  staff  reduction  in  force  and 
restructured  its  organization,  eliminating  a  number  of  middle  man- 
agement and  supervisory  positions  as  well  as  organizational  units 
that  were  no  longer  necessary.  As  a  result  of  these  changes,  FCA 
will  achieve  a  net  reduction  of  40  positions  for  year  1993.  We  have 
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undertaken  a  study  of  the  Agency's  use  of  computer  technology  and 
hired  a  chief  operating  officer  as  of  last  November. 

COMPUTERIZATION 

On  the  computer  technology  study,  an  issue  which  concerned  this 
Subcommittee  has  been  the  Agency's  computer  capabilities  and  use. 
We  hired  an  outside  consultant  called  the  Ogden  Government  Serv- 
ices through  the  Greneral  Services  Administration  to  study  the  ef- 
fectiveness and  capacity  of  the  agency  data  processing  systems  and 
the  computers.  The  first  stage  of  the  plan,  to  provide  an  assessment 
of  FCA's  current  system  capability,  utilization  and  IRM  planning 
process  has  just  been  completed.  It  will  be  used  as  a  basis  for  the 
second  stage  of  the  plan  which  will  be  to  identify  opportunities,  to 
develop  a  recommendation  for  a  five-year  IRM  plan,  and  to  develop 
procedures  for  updating  the  IRM  plan  annually. 

FARM  CREDIT  BANK  OP  JACKSON 

The  next  subject  is  resolution  on  the  Federal  Intermediate  Credit 
Bank  of  Jackson.  I  know  this  is  a  subject  that  has  been  here  on  the 
Hill  for  quite  a  few  years  as  well  as  around  the  country.  We  can 
happily  say  that  FCA  has  received  a  formal  notification  of  the 
merger  intentions  of  the  Federal  Intermediate  Credit  Bank  of  Jack- 
son with  the  Farm  Credit  Bank  of  Columbia  on  this  past  February 
3rd.  The  banks  requested  the  FCA  grant  a  one-time  extension  to 
postpone  the  mandatory  merger  completion  date  until  October  31 
of  1993.  A  provision  of  the  Farm  Credit  Banks  and  Associations 
Safety  and  Soundness  Act  of  1992  allows  this  one-time  extension. 
The  agency  received  a  letter  of  intent  to  merge  and  the  agency  de- 
termines that  such  a  letter  represents  a  bona  fide  good  faith  agree- 
ment in  principle  to  merge,  and  on  the  11th  of  February,  the  FCA 
board  did  determine  that  that  letter  of  intent,  executed  by  the 
members  of  the  boards  of  directors  and  chief  executive  officers  of 
both  Jackson  and  Columbia  fulfilled  the  intent  of  the  1992  Act  and 
did  approve  this  one-time  extension. 

CLOSING  OF  RECEIVERSHIP 

At  the  beginning  of  1992  there  were  12  Farm  Credit  System 
institutions  in  receivership.  The  FCA  board  directed  the  final  actions 
which  led  to  the  dissolution  of  eight  association  receiverships  in  the 
Spokane  and  Omaha  farm  credit  districts.  The  board  also  officially 
terminated  the  charters  of  those  eight  receiverships  and  discharged 
the  FCA-appointed  receivers.  The  termination  actions  concluded  the 
agency's  monitoring  and  examination  expenses  of  those  receiver- 
ships and  allows  our  resources  to  be  directed  toward  resolving  the 
remaining  four  receiverships. 

Mr.  Chairman,  I  would  like  to  close  by  pointing  out  the  unique- 
ness of  the  Farm  Credit  Administration,  an  element  that  sets  FCA 
apart  from  other  financial  institution  r^ulators,  and  that  element 
is  agriculture.  Unlike  other  Federal  financial  institution  regula- 
tors, the  Farm  Credit  Administration  is  committed  to  serving  agri- 
culture by  assuring  that  farmers  have  access  to  sound,  competitive, 
and  constructive  credit.  Thank  you  very  much,  and  we  stand  ready 
for  your  questions. 
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[Clerk's  note.— Mr.  Steele's  biography  appears  on  page  635.  Mr. 
Brown's  biography  appears  on  page  636.  Mr.  Byrne's  biography 
appears  on  page  637.  The  Chairman's  opening  statement  appears  on 
pages  638  through  650.  Fiscal  year  1994  Explanatory  Notes  appear 
on  pages  651  through  662.] 

FARM  CREDIT  SYSTEM 

Mr.  DuRBiN.  Let  me  start  by  asking  you  a  philosophical  question 

before  we  get  into  specifics.  With  the  new  Administration's  sugges- 
tion that  we  reassess  many  programs,  let  me  ask  you  just  a  basic 
question.  If  someone  back  in  my  district  in  Illinois,  you  are  very 
familiar  with  where  I  live  and  they  have  done  this,  would  raise  a 
question  at  a  town  meeting  and  ask  why  do  we  need  this  whole  credit 
operation  geared  toward  agriculture?  Why  is  it  that  the  people  who 
make  automobiles  don't  have  their  own  credit  operation?  Why  is  it 
that  folks  in  different  sectors  of  the  economy  rely  on  the  same 
general  credit  system  to  finance  their  businesses?  Why  do  we  have  to 
have  something  special  for  farmers? 

I  think  historically  we  would  both  go  back,  take  a  look  at  the  De- 
pression era  and  the  Roosevelt  response  and  say  at  that  time  there 
was  no  choice  so  we  created  this  system  to  finance  agriculture.  Ba- 
sically it  would  not  happen,  but  the  New  Deal  suggested  that  we 
create  this  agency  so  that  farmers  would  have  a  credit  source.  Is  it 
still  valid  today?  Does  it  run  parallel  with  the  argument  that  elec- 
tricity is  now  virtually  at  every  farm  house  and  many  people  ques- 
tion the  role  of  the  future  of  the  REA?  Can  the  same  thing  be  said 
here  of  the  whole  Farm  Credit  System? 

Mr.  Steele.  Mr.  Chairman,  I  am  pleased  that  you  asked  this 
question.  I  think  it  is  a  very  vital  question,  and  before  I  volun- 
teered to  come  out  here.  I  thought  about  it  a  lot.  It  was  76  years 
ago  that  the  Farm  Credit  System  first  started  for  the  reasons  you 
outlined.  There  was  a  vacancy,  the  same  reason  that  other  organi- 
zations first  started  to  serve  rural  America,  like  rural  free  delivery 
for  mail.  Rural  America  wasn't  served,  and  I  think  today  we  could 
plausibly  say,  well,  there  is  plenty  of  credit.  What  difference  would 
it  make  if  the  Farm  Credit  System  was  not  there. 

To  me  that  is  really  the  centerfold  of  the  question.  It  is  called 
competition.  Before  I  came  here,  I  served  as  a  member  of  the  board 
of  directors  of  a  holding  company,  a  commercial  holding  company 
that  covered  the  north  half  of  Illinois  from  Lincoln  and  Champaign 
up  to  Rockford.  This  was  about  a  22-member  bank  holding  compa- 
ny. It  hit  me  like  a  cold  sock  right  in  the  face  one  day  as  this 
entity  grew  and  grew,  and  the  ownership  went  further  and  further 
from  agriculture.  The  word  came  back,  agriculture  is  too  high  a 
risk,  cut  your  portfolio  down.  Farmers  today,  the  vast  majority  of 
farmers  today  need  credit  some  time  during  their  operating  proce- 
dure, and  the  competition  is  vital. 

As  an  example,  I  mentioned  in  my  statement  today,  the  Farm 
Credit  System  s  average  spread  is  only  eight  basis  points  above 
Treasury's.  Investors  are  willing  to  invest. 

This  is  passed  down  in  the  form  of  lower  rates  of  interest  to  the 
farmer  borrower.   It  is  a  very  competitive  business  in  farming 
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today,  and  farmers  need  to  have  available  to  them  a  kind  of  credit 
that  is  competitive,  where  the  loan  officer  knows  agriculture, 
works  with  that  farm  family,  and  also  where  it  is  service-oriented. 
Yes,  it  is  very  much  needed  today.  There  is  no  question  about  it. 

Mr.  DuRBiN.  So  your  argument  is  that  agriculture,  by  its  nature, 
because  of  the  vagaries  of  weather  and  international  trade,  is  such 
a  high  risk  venture  for  the  individual  farmer  he  is  not  likely  to  be 
able  to  find  credit  sources  in  the  regular  credit  system  of  America 
as  some  other  business  person  might? 

Mr.  Steele.  And  when  you  leave  the  Farm  Credit  System,  many 
other  lending  agencies  do  not  understand  agriculture. 

Mr.  DuRBiN.  Well,  I  don't  want  to  dwell  on  that,  but  it  is  some- 
thing that  has  come  up.  Yes,  Mr.  B3rme. 

Mr.  Byrne.  If  you  don't  mind,  could  I  add  something?  I  think  the 
question  is  excellent.  I  would  like  to  add  a  couple  things.  First,  this 
process  really  started  well  over  a  hundred  years  ago.  S"  you  look  at 
the  history  of  banking  and  you  look  at  why  many  of  the  Midwest- 
em  States  had  unit  banking  laws,  it  was  largely  because  of  a  lack 
of  confidence  that  the  banking  community  had  in  the  assets  in 
rural  areas,  which  by  their  nature  are  more  idiosyncratic  than 
assets  in  urban  areas.  Therefore  the  banks  would  have  a  tend- 
ency to  focus  their  lending  on  urban  areas.  The  fear  always  was 
that  if  you  had  unit  banking  in  a  lot  of  Midwestern  States  what 
would  happen  is  you  would  have  centralized  banks  that  would  set 
up  branches  out  in  rural  areas.  The  institutions  would  siphon  the 
deposits  out  of  the  rural  areas  and  use  them  in  urban  areas.  Also 
the  turnover  of  the  funds  was  typically  faster  in  industrial  areas 
than  in  rural  areas.  That  is,  of  course,  why  the  savings  and  loan 
industry  was  set  up,  to  counter  this  kind  of  thing. 

Because  of  the  idiosyncratic  nature  of  rural  lending  versus  urban 
aiid  suburban  lending,  you  can't  have  the  same  kind  of  securitiza- 
tion process,  and  a  lot  of  things  are  simply  different.  The  assets  are 
different  in  rural  areas  than  they  are  in  urban  areas.  As  a  conse- 
quence, if  you  don't  have  a  focus  on  that,  when  times  are  good  you 
will  have  plenty  of  funding.  When  times  are  tough,  the  banking  in- 
dustry will  tend  to  go  back  to  those  areas  where  they  can  securitize 
assets,  where  the  assets  are  much  more  consistent,  and  they  will 
stay  away  from  those  areas  where  the  assets  are  inconsistent,  and 
by  definition  those  are  the  rural  areas.  I  think  that  is  the  reason 
why  you  want  to  look  at  this  in  terms  of  the  asset  makeup  in  rural 
areas  versus  urban  areas. 

Mr.  DuRBiN.  One  last  question  on  this.  Do  you  know  of  any  other 
country  in  the  world  that  is  a  stable  agricultural  producer  and  has 
a  separate  credit  system  for  farming  or  agriculture? 

Mr.  Byrne.  Austria  has  a  rural  farming  bank  that  is  a  coopera- 
tive. I  think  it  is  Raiffeisen  Gesellschaft.  It  has  been  in  Austria  for 
about  150  years.  I  think  if  you  go  to  some  of  the  European  coun- 
tries you  will  see  some  cooperative  institutions  that  many  of  our 
cooperative  institutions  were  modeled  after. 

Mr.  Steele.  Mr.  Chairman,  the  Federal  Government,  the  Presi- 
dent, 76  years  ago,  initiated  a  study  and  sent  leadership  from  rural 
America  and  from  land  grant  collies  to  (Germany,  and  the  Farm 
Credit  System  is  really  patterned  much  after  the  rural  bank  and 
the  cooperative  bank  in  Germany. 
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Mr.  DuRBiN.  Okay.  Let  me  go  on  and  ask  some  more  specific 
questions  here.  I  just  wanted  to  get  that  out  of  the  way  because  I 
have  had  about  400  town  meetings,  and  some  of  the  questions  stick 
with  me  when  I  realize  my  answers  weren't  that  good.  I  think  you 
have  helped  me  to  answer  it  in  the  future. 

MANAGEMENT  EFFICIENCIES 

First,  let  me  commend  you,  Mr.  Steele,  and  the  people  working 
with  you.  We  had  a  pretty  hot  hearing  last  year  over  some  issues, 
and  I  know  that  there  were  some  strong  feelings  on  both  sides.  I 
think  that  what  I  have  seen  here  demonstrates  that  you  have  made 
a  sincere,  honest,  and  valid  effort  to  comply  with  the  concerns  of 
the  Subcommittee  in  terms  of  the  management  of  your  Agency,  and 
particularly  some  of  the  computer  questions  and  questions  about 
higher  level  management.  It  is  pretty  clear  from  this  Ogden  report 
that  there  is  more  to  look  forward  to,  and  we  are  going  to  watch 
very  closely,  as  I  am  sure  you  will,  too,  to  make  sure  that  your 
Agency  meets  the  needs  spelled  out  there.  I  do  want  to  commend 
you  for  a  positive  approach  to  this  and  thank  you  for  the  progress 
that  has  been  made. 

Now,  you  testified  last  year  that  the  Farm  Credit  Administra- 
tion's operating  expenses  are  passed  back  to  the  borrower,  approxi- 
mately eight  basis  points  or  eight-hundredths  of  a  percent  to  each 
borrower's  interest  payment.  Is  that  cost  still  considered  current? 

Mr.  Steele.  Our  budget  went  down  1  percent  last  year,  so  I 
would  say  with  a  slight  increase  in  the  loan  volume  of  the  Farm 
Credit  System,  it  should  be  just  a  frazzle  less  than  that,  but  it  is 
pretty  much  current. 

FARM  credit  SYSTEM  BUILDING  ASSOCIATION 

Mr.  DuRBiN.  Why  don't  you,  for  the  record,  describe  for  us  this 
building  association  fund. 

Mr.  Steele.  Mr.  Chairman,  it  was  in  1981  when  the  Farm  Credit 
Administration  Board,  under  the  former  structure,  made  a  deci- 
sion, and,  of  course,  on  that  board  were  representatives  from  each 
of  the  12  districts  plus  the  13th  member,  I  believe,  was  appointed 
by  the  Secretary  of  Agriculture.  So  that  board  made  a  decision  to 
purchase  land  and  build  a  building. 

At  that  point  they  also  organized  what  was  called  a  Farm  Credit 
System  Building  Association.  That  is  an  intermediary  between  the 
owner  and  the  arm's  length  regulator.  That  building  association 
initially  was  responsible,  then,  to  purchase  the  land,  build  the 
building,  and  in  1984  the  buildiiig  was  inhabited  by  FCA.  It  is  my 
understanding  that  at  that  time  also  the  board  made  a  decision 
that  there  should  be  funds,  a  fund  for  operating  and  a  fund  for  cap- 
ital improvement,  and  that  was  agreed  to  by  the  board,  and  obvi- 
ously agreed  to  by  the  component  parts  of  the  System,  and  when  I 
came  in  1989,  that  fund  had  built  up  to  about,  as  I  remember, 
about  $3.8  or  $4  million. 

In  1992,  the  FCA  board  took  action  to  not  go  with  assessments 
for  1993,  but  to  deplete  that  fund,  which  had  reached  about  $5.1 
million,  so  in  the  current  year  there  will  be  no  assessments.  Prior 
to  this  year  there  were  assessments  each  year,  and  the  budget  that 
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was  approved  by  the  FCA  board,  of  course,  was  shared  with  the 
owners  so  there  was  ftdl  understanding  of  the  budgeting  process  as 
well  as  the  expenditures. 

Mr.  DuRBiN.  So  that  I  understand  it,  the  Farm  Credit  System 
owns  the  building.  They  are  assessed  a  certain  amount  for  your 
building  association  fund  to  operate  the  buildings.  The  Farm  Credit 
System  banks  and  so  forth  depreciate  the  buildings  on  their  own 
books.  Is  that  accurate? 

Mr.  Steele.  They  are  the  owners,  so  they  would  do  that,  yes. 

Mr.  DuRBiN.  Okay.  Now,  the  building  association  fund  is  created 
by  an  assessment  on  the  banks  and  their  customers,  just  as  your 
operating  expenses  are  raised  through  an  assessment? 

Mr.  Steele.  That  would  be  very  parallel,  yes. 

Mr.  DuRBiN.  Okay.  So  that  the  people  who  are  borrowing 
through  the  system,  in  fact,  are  financing  not  only  the  operation  of 
your  Agency  but  also  the  operation  of  the  buildings? 

Mr.  Steele.  That  is  correct.  I  might  say,  Mr.  Chairman,  that  this 
also  includes  the  eight  field  offices  that  house  the  examiners 
around  the  country. 

Mr.  DuRBiN.  OlMiy.  Now,  you  mentioned  some  figures.  When  you 
came  to  the  Agency  there  was  a  balance  in  this  building  associa- 
tion fund  of  about  $3.8  million  roughly,  you  said,  in  1989? 

Mr.  Steele.  As  I  recall. 

Mr.  DuRBiN.  Can  you  tell  me  what  the  balance  is  today  in  that 
fund? 

Mr.  Steele.  As  of  today,  the  FCSBA  had  $3.67  million  on  hand 
including  the  operating  reserve.  The  Capital  Reserve  Account  con- 
tained about  $1.22  milOion.  Keep  in  mind  these  are  approximate 
figures  and  are  not  audited. 

Mr.  DuRBiN.  You  had  $4  million  in  cash  or  investments  on  hand 
in  this  Fund  as  of  the  year  ending  1991,  is  that  correct? 

Mr.  Steele.  At  the  end  of  CY  1991,  the  FCSBA  had  $394,643  in 
cash  and  cash  equivalents  plus  $4,212,372  in  longer  term  invest- 
ments. 

Mr.  DuRBiN.  All  right.  Just  several  questions  on  the  amount  used 
as  the  basis  for  your  projection.  You  projected,  on  that  $4  million 
building  association  fund,  interest  income  during  the  course  of  the 
year  of  $295,000,  did  you  not? 

Mr.  Steele.  I  couldn't  say  by  memory  whether  that  was  true  or 
not. 

Mr.  DuRBiN.  We  have,  I  think,  your  statement  of  operations  for 
that  buUding  association,  and  that  was  the  amount  that  they  sug- 
gested. 

Mr.  Steele.  Mr.  Chairman,  I  could  answer  the  4  percent.  We 
made  arrangements,  and  the  president  of  the  building  association 
contracted  a  consultant  to  check  all  aspects  of  the  building  for 
maintenance,  for  capital  expense,  and  it  was  determined  that 
through  the  next  13  years  that  there  would  be  a  need,  in  order  to 
maintain  the  building  properly  with  all  the  component  parts  of  air 
conditioning  and  water  purification,  all  the  other  capital  expenses 
of  tuck  pointing  and  so  forth,  that  they  would  need  $1.25  million  at 
4  percent  interest  income,  and  that  money,  then,  would  be  suffi- 
cient to  take  care  of  all  of  the  requirements  of  maintenance  of  the 
building  for  that  13-year  period. 
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Now,  I  would  be  glad  to  send  you  all  those  details  in  writing. 
From  memory  I  believe  that  is  pretty  close  to  being  on  target. 

Mr.  DuRBiN.  Let  me  go  back  here  and  correct  my  statement  and 
say  that  I  have  been  reading  from  the  audited  tinancial  statement 
of  operations  here.  What  I  was  referring  to  was  your  projected  net 
income  that  you  submitted  to  this  Subcommittee,  the  net  income 
you  projected  from  this  building  association  fund.  You  projected  it 
at  about  $100,000  net  interest  that  you  would  be  deriving  from  this 
fund  while  the  fund  maintained  a  balance  of  somewhere  around  $4 
million  which  seems  to  us  to  be  a  very  low  interest  income  from 
this  amount.  Do  you  understand — can  you  explain  why  that  inter- 
est income  was  projected  so  low? 

Mr.  Steele.  Was  that  for  1993,  Mr.  Chairman? 

Mr.  DuRBiN.  Well,  for  1991,  1992,  and  1993,  each  year. 

Mr.  Steele.  That  sounds  lower  than  it  should  be  for  that  particu- 
lar period. 

Mr.  DuRBiN.  If  you  wouldn't  mind  checking  on  that  and  letting 
us  know. 

Mr.  Steele.  I  would  be  glad  to  send  it  to  you  in  writing. 

[The  information  follows:] 

The  budget  estimates  to  which  you  are  referring  were  based  on  procedures  devel- 
oped several  years  ago.  Last  summer,  the  FCA  Board  initiated  a  comprehensive,  de- 
tailed review  of  all  FCSBA  practices,  including  budgeting.  That  review  culminated 
in  the  Board's  adoption  of  a  resolution,  includ^  as  Attachment  B,  on  "Management 
Operations  of  the  FCSBA"  last  September.  This  resolution  covered  a  variety  of 
topics,  including  budgets.  The  question  you  raised  was  discussed  by  the  Board  at 
that  time.  In  CY  1991,  the  FCSBA  received  approximately  $296,000  in  interest.  Your 
concern  over  more  accurate  budget  projections  was  shared  by  the  Board  emd  the 
problem  was  corrected  when,  last  November,  the  Board  adopted  a  new  budget  for 
CY  1993.  However,  it  is  important  to  know  that  interest  income  is  projected  on  the 
average  balsmce  on  hand.  As  cash  is  used  for  operations,  the  bedance  drofe  £md  so 
does  interest  income.  The  new  CY  1993  budget  embraces  the  following  four  changes 
from  prior  years'  practices. 

A.  The  budget  format,  including  object  class  breakdowns,  has  been  changed  to 
conform  with  traditional  accounting  practices.  Without  this  change,  it  is  difficult  to 
audit  compliance  with  adopted  budgets.  Fhiture  audits  will  be  able  to  do  that. 

B.  The  budget  no  longer  assumes  that  annual  revenues  must  exceed  annual  ex- 
penses. This  has  been  changed  based  on  the  Board's  beUef  that  the  FCSBA  should 
not  plan  to  collect  funds  it  does  not  need.  Consistent  with  this  objective,  and  year- 
end  surplus  will  be  used  to  offset  future  assessments. 

C.  The  Board  determined  that  the  FCSBA  did  not  need  the  level  of  reserves  that 
had  previously  been  maintained.  The  new  CY  1993  budget  includes  reserves  in  two 
accounts.  The  Operating  Reserve  Account  is  funded  based  on  three  months  operat- 
ing expenses.  Its  purpose  is  to  ensure  liquidity  and  cover  unanticipated  operating 
expenses.  The  Capital  Reserve  Account  was  established  to  fund  future  capital  ex- 
penditures such  as  roof,  heating,  and  air  conditioning  capital  expenditures.  "To  deter- 
mine that  level  of  funding,  the  FCSBA  contracted  with  an  engineering  firm  to  de- 
velop a  schedule  of  future  replacement  costs.  Based  on  this  schedule,  and  assuming 
a  minimimi  interest  return  of  4  percent,  the  Capital  Reserve  Accoimt  is  currently 
fully  funded  through  the  next  13  years.  While  the  Board  did  determine  that  the  pre- 
vious levels  of  reserves  were  unnecessary,  it  should  be  noted  that  in  our  review  we 
were  advised  by  Price  Waterhouse  that  total  reserves  to  cover  operating  and  capital 
needs  of  up  to  12  months  cf  cmnual  operating  costs  were  consistent  with  organiza- 
tions of  this  t)rpe.  Thus,  the  previous  levels  of  reserves  were  not  entirely  inconsist- 
ent with  other  organizations. 

D.  In  revising  the  CY  1993  budget,  the  Board  directed  that  a  critical  review  be 
made  of  all  expenses.  Approximately  $100,000  in  reductions  were  made.  The  Board 
will  also  conduct  a  similar  review  with  an  eye  toward  expense  reduction  as  the  CY 
1994  budget  is  prepared  later  this  year. 
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1993  FCSBA  Budget 

Operating  Revenues:  1993  Amount 

Assessment-FCS  Member  Banks $0 

FCSBA  Operating  Reserve 2,700,000 

FCSBA  Capital  Reserve 1,225,000 

Office  Rental  Income 500,000 

Telecommunications  Income 230,000 

Other  Income 30,000 

Interest  Income 90,000 

Total  Revenues $4,775,000 

Operating  Expenses: 

FCA  Field  Office  Rent $1,145,000 

Real  Estate  Taxes 300,000 

Insurance 45,000 

Janitorial  and  Contract  Services 280,000 

Security  Guards 136,000 

Maintenance  and  Repair 482,000 

Utilities 280,000 

Salaries  and  Benefits 230,000 

Professional  and  Consulting  Fees 115,000 

Property  Management  Fees 87,000 

Property  Taxes 95,000 

Other  acpenses 105,000 

Total  Expenses $3,300,000 

Net  Income  Before  Depreciation  and  Capital  Items $1,475,000 

Transfer  to  Capital  Reserve  Fund (1,225,000) 

1993  Capital  Expenditures (250,000) 

Transfer  to  Operating  Reserve 0 

Cash  Flow  for  1993 0 

Reconciliation  of  Capital  Reserve  Account: 

Balance  12  December  1992 $0 

Transfer  from  FCSBA  Reserve 1,225,000 

Estimated  Interest 49,000 

Balance  31  December  1993 $1,274,000 

Reconciliation  of  Operating  Reserve  Account: 

Balance  31  December  1992 $4,750,000 

Used  for  Operations (2,700,000) 

Used  for  Capital  Reserve (1,225,000) 

Balance  31  December  1993 $825,000 


Mr.  DuRBiN.  Mr  Steele,  last  year  we  asked  you  about  the  number 
of  contracts  for  outside  services  for  the  Farm  Credit  Administra- 
tion. In  reviewing  those,  there  appears  to  be  almost  $1,000,000  in 
contracts  with  the  Building  Association  Fund  for  fiscal  year  1991. 
Yet,  when  we  look  at  the  budget  submitted  for  the  Building  Asso- 
ciation Fund  for  that  year,  we  don't  readily  see  those  costs  identi- 
fied. Should  this  $1,000,000  in  contracts  written  from  the  Farm 
Credit  Administration  to  the  Farm  Credit  System  Building  Associa- 
tion show  up  as  revenues? 

Mr.  Steele.  The  dollar  amount  of  contracts  for  that  period  was 
$977,619.  Most  of  these  expenditures  are  reimbursements  for  tele- 
communications expenses.  While  the  Farm  Credit  System  Building 
Association — FCSBA — has  at  times  included  a  line  revenue  item 
for  telecommunications  reimbursements  in  the  budget,  it  has  not 
been  the  practice  to  amend  budgets  when  additional  "dollar  for 
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dollar"  reimbursements  occur  during  the  course  of  the  year  pri- 
marily because  there  is  no  financial  impact  on  the  System  or  the 
FCSBA.  Moreover,  if  someone  were  to  attempt  to  calculate  the 
FCA  total  cost  of  adding  the  FCA  and  FCSBA  budgets,  such  a  pro- 
cedure would  result  in  an  inflated  cost  due  to  the  "double  count- 
ing" that  would  occur  with  this  procedure.  However,  because  this  is 
more  of  an  accounting  issue,  we  will  submit  this  question  to  our 
auditors  and  will  provide  you  a  copy  of  the  response. 

Mr.  DuRBiN.  In  February  of  last  year,  Price  Waterhouse  complet- 
ed an  independent  audit  of  the  Building  Association  financial  state- 
ment. Can  you  provide  a  copy  of  that  for  the  record? 

Mr.  Steele.  I  will  submit  the  Price  Waterhouse  audit  for  the 
record. 

[The  information  follows:] 


543 

I 'rice  ihtlcf/nHisc  ^|^ 


Report  of  Independent  Accountants 


February  28,  1992 

To  the  Partners  of 

FCS  Building  Association 


In  our  opinion,  the  accompanying  balance  sheets  and  the  related  statements  of 
operations,  of  changes  in  partners'  capital  and  of  cash  flows  present  fairly,  in  all 
material  respects,  the  financial  position  of  FCS  Building  Association  at 
December  31,  1991  and  1990,  and  the  results  of  its  operations  and  its  cash  flows 
for  the  years  then  ended  in  conformity  with  generally  accepted  accounting 
principles.  These  financial  statements  are  the  responsibility  of  the  Partnership's 
management;  our  responsibility  is  to  express  an  opinion  on  these  financial 
statements  based  on  our  audits.  We  conducted  our  audits  of  these  statements  in 
accordance  with  generally  accepted  auditing  standards  which  require  that  we 
plan  and  perform  the  audit  to  obtain  reasonable  assurance  about  whether  the 
financial  statements  are  free  of  material  misstatement.  An  audit  includes 
examining,  on  a  test  basis,  evidence  supponing  the  amounts  and  disclosures  in 
the  financial  statements,  assessing  the  accounting  principles  used  and  significant 
estimates  made  by  management,  and  evaluating  the  overall  financial  statement 
presentation.  We  believe  that  our  audits  provide  a  reasonable  basis  for  the 
opinion  expressed  above. 


V^M^tj.    VJ<iJL-K 
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FCS  BUILDING  ASSOCIATION 
BALANCE  SHEETS 


ASSETS 


Cuirent  assets 

Cash  and  cash  equivalents 
Short-term  investments 
Accounts  receivable 
Prepaid  expenses  and  other  assets 

Total  current  assets 

Property  and  equipment,  net 
Other  assets 

Total  assets 


December  3 1 . 
1991  1990 


$  364.643 

4.150.272 

245.609 

141.003 

$  681,876 

4.068.597 

187.491 

166.978 

4.901.527 

22.825,347 
83,339 

5.104.942 

23.488.064 
133,825 

$27,810,213 

$28,726,831 

LIABILITIES  AND  PARTNERS'  CAPITAL 


Current  liabilities 


Accounts  payable  and  accrued  expenses 
Accrued  rent  expense 

Total  current  liabilities 

Accrued  rent  expense 
Tenant  security  deposits 

Total  liabilities 

Partners'  capital 

Contributed  capital 
Undistributed  earnings 

Total  panners'  capital 

Total  liabilities  and  panners'  capital 


161.772 
32.094 

193.866 

7.996 
5.744 

207.606 


26.409.660 
1.192.947 


$      113,294 
110.851 

224.145 

42.532 
5.744 

272.421 


27.310.921 
1.143.489 


27.602.607         28.454,410 


$27.810.213       $28.726,831 


The  accompanying  note^  are  an  integral  pan 
of  these  financial  statemenis. 
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FCS  BUILDING  ASSOCIATION 
STATEMENTS  OF  OPERATIONS 


Operating  revenue 

FCA  assessments 
Rental  income 

Office  space 

Telecommunications  equipment 
Other  income 

Total  operating  revenue 


Operating  expenses 

Rent  for  regional  offices 

Depreciation  and  amonization 

Real  estate  taxes  and  insurance 

Janitorial  and  other  contract  services 

Maintenance  and  repairs 

Utilities 

Salaries  and  employee  benefits 

Ph-ofessional  and  consulting  fees 

Management  fees 

Cafeteria  subsidy 

Other  expenses 

Total  operating  expenses 

Loss  from  operations 

Interest  income 

Net  income  (loss) 


Year  Ended  December  3 1 , 

1991 

1990 

$3,300,000 

$3,300,000 

543,097 

577,683 

249,615 

330,053 

20,195 

3,735 

4,112,907 

4,211,471 

1,411,134- 

1.669,777 

833,432  - 

1,036,128 

396,603 

487,674 

394,330 

343,713 

376,13L  - 

364,630 

262,916  • 

234,911 

203,167 

182,670 

95.108  - 

83.404 

82,570  - 

80,164 

51,408 

37,217 

252,312 

130,574 

4,359,111 

4,650,862 

(246,204) 

(439,391) 

295,662 

367.351 

$   49,458 

$  (72,040) 

The  accompanying  notes  are  an  integral  part 
of  these  financial  statements. 


546 

FCS  BUILDING  ASSOCIATION 


STATEMENTS  OF  CHANGES  IN  PARTNERS'  CAPITAL 

Contributed 
Capital 

December  31,  1989                  $27,310,921 
Net  loss 

Undistributed 
Earnings 

$1,215,529 
(72,040) 

1,143,489 
49,458 

Total 

$28,526,450 
(72,040) 

December  31,  1990                    27,310.921 
Distribution                             (901.261) 
Net  income 

28,454,410 
(901.261) 
49.458 

December  3 1 .  1 99 1                   $26,409,660 

$1,192,947 

$27,602,607 

The  accompanying  notes  are  an  integral  part 
of  these  financial  statements. 
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FCS  BUILDING  ASSOCIATION 
STATEMENTS  OF  CASH  FLOWS 


Cash  flows  from  operating  activities: 
Net  income  (loss) 

Adjustments  to  reconcile  net  income  (loss) 
to  net  cash  provided  by  operating  activities: 
Depreciation  and  amortization 
Net  gain  on  disposition  of  equipment 
(Increase)  decrease  in  accounts  receivable 
Decrease  in  prepaid  expenses  and 

other  assets 
Increase  (decrease)  in  accounts  payable  and 

accrued  expenses 
Decrease  in  accrued  rent  expense 

Net  cash  provided  by  operating  activities 

Cash  flows  from  investing  activities: 
Sales  of  shon-term  investments 
Purchases  of  shon-term  investments 
Purchases  of  property  and  equipment 
Dispositions  of  propeny  and  equipment 

Net  cash  used  in  investing  activities 

Cash  flows  from  financing  activities: 
Principal  payments  under  capital  leases 
Repayment  of  Jackson  capital  contribution 

Net  cash  used  in  financing  activities 

Net  (decrease)  increase  in  cash  and  cash 
equivalents 

Cash  and  cash  equivalents,  beginning  of  year 

Cash  and  cash  equivalents,  end  of  year 


Year  Ended  December  3 1 , 

1991 

1990 

$        49,458 

S    (72,040) 

833,432 

(17.369) 

(58,117) 

1,036,128 
51,370 

76,461 

2,168 

48,477 
(113.293) 

(32,441) 
(168,526) 

819,049 

816,659 

13,297.148 
(13,378.823) 
(197.795) 
44,449 

7,127,989 
(7,216,586) 
(324,761) 

(235.021) 

(413.358) 

(901.261) 
(901.261) 

(317,233) 
681,876 
$  364,643 


(36,525) 

(36,525) 

366,776 

315.100 

$  681,876 


The  accompanying  notes  are  an  integral  part 
of  these  financial  siatemeius. 
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FCS  BUILDING  ASSOCIATION 

NOTES  TO  FINANCIAL  STATEMENTS 

DECEMBER  31.  1991  AND  1990 


NOTE  1  -  ORGANIZATION 

FCS  Building  Association  (FCS)  was  fornied  in  1981  for  the  Farm  Credit  System  banks  to 
acquire,  construct,  own,  maintain,  lease  and  dispose  of  physical  facilities  to  house  the  offices 
of  the  Farm  Credit  Administration  (FCA).  FCS  is  a  government-chartered  cooperative 
association.  The  majority  of  FCS's  revenue  is  derived  from  assessments  of  the  member 
banks  of  the  Farm  Credit  System  and,  accordingly,  the  financial  viability  of  FCS  is 
principally  dependent  on  the  future  financial  position  of  member  banks. 

FCS  owns  a  building  in  McLean,  Virginia,  of  which  approximately  85%  is  used  for  offices  of 
FCA  and  related  entities.  The  remaining  office  space  is  leased  to  various  unrelated  tenants. 
FCS  also  leases  office  space  for  other  FCA  facilities  at  locations  throughout  the  United 
States. 

NOTE  2  -  SIGNIHCANT  ACCOUNTING  POLICIES 

Cash  and  cash  equivalents  as  well  as  short-term  investments,  which  primarily  consist  of  U.S. 
Treasury  Bills,  are  stated  at  cost,  which  approximates  market  value.  Highly  liquid 
investments  with  original  maturities  of  three  months  or  less  are  considered  to  be  cash 
equivalents. 

Fixed  assets,  stated  at  cost,  are  depreciated  over  their  estimated  useful  lives  using  the 
straight-line  method.  Useful  lives  are  five  to  ten  years  for  furniture,  equipment,  and  building 
improvements,  forty  years  for  buildings  and  eighteen  years  for  land  improvements. 
Leasehold  improvements  are  amortized  over  the  remaining  term  of  the  lease  or  their  useful 
life,  whichever  is  shorter. 

Certain  building  space  leases  contain  rent  concessions  whereby  FCS  is  relieved  of  the 
obligation  to  pay  rent  for  several  months.  The  benefit  of  these  rent  concessions  is  recognized 
as  a  reduction  of  rent  expense  on  a  straight-line  basis  over  the  terms  of  the  respective  leases. 
All  building  space  leases  are  accounted  for  as  operating  leases. 

Leasing  commissions  paid  to  rental  agents  are  recorded  as  other  assets  and  are  charged  to 
expense  over  the  terms  of  the  tenant  leases. 

No  provision  has  been  made  in  the  accompanying  financial  statements  for  Federal,  state  or 
local  income  taxes  on  partnership  income  since  the  partners  are  taxed  thereon  directly. 
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NOTE  3  -  RELATED  PARTY  TRANSACTIONS 

The  member  banks  of  the  Farm  Credit  System  support  the  operations  of  PCS  by  making 
payments  of  annual  operating  assessments  which  are  billed  to  the  banks  quarterly.  The 
annual  assessment  is  determined  at  the  beginning  of  the  year  based  on  FCS's  operating 
budget.  The  assessment  may  be  reduced,  generally  in  the  first  quarter  of  the  year,  depending 
on  FCS's  cash  requirements.  The  FCA  assessment  is  presented  net  of  any  such  reductions. 

During  1988,  the  Federal  Land  Bank  of  Jackson,  Mississippi  (Jackson)  went  into 
receivership.  During  1991,  Jackson's  capital  contribution  of  approximately  $900,000  was 
retximed  in  accordance  with  Article  II,  Section  2  of  the  FCS  Bylaws. 

FCS  leases  telecommunication  equipment  to  FCA  under  an  operating  lease  that  is  renewable 
annually.  Accounts  receivable  at  December  31,  1991  and  1990  include  approximately 
$237,000  and  $181,000,  respectively,  due  from  FCA  for  telecommunications  equipment 
rentals,  telephone  expenses  and  other  reimbursable  disbursements. 


NOTE  4  -  PROPERTY  AND  EQUIPMENT 
Propeny  and  equipment  consists  of: 


December  3 1 , 
1991  1990 


Land  and  improvements 
Building  and  improvements 
Furniture,  fixtures  and  equipment 
Telecommunications  system 
Field  office  furniture  and  fixtures 


Less:  accumulated  depreciation 


NOTE  5  -  RETIREMENT  BENERTS 


$  8,170,427       $  8,170,427 


16,937,544 

3,213,055 

1,626,188 

982.378 

30,929,592 

(8,104,245) 


16,858,211 
3,125,860 
1,673,694 
1,265,911 

31,094,103 

(7,606,039) 


$22,825.347       $23.488.064 


FCS  employees  participate  in  the  Farm  Credit  District  of  Baltimore's  defined  benefit 
retirement  plan.  Contributions  to  the  retirement  plan  of  approximately  $15,000  and  $12,000 
were  paid  by  FCS  for  the  years  ended  December  31,  1991  and  1990,  respectively. 
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NOTE  6  -  TENANT  LEASES 

Future  minimum  lease  rentals  on  non-cancellable  operating  office  and  telecommunication 
leases  with  unrelated  parties  (which  are  subject  to  escalation  based  on  changes  in  the 
Consumer  Price  Index)  as  of  December  31,  1991  are  as  follows: 

1992  $  475,268 

1993  450.228 

1994  182.261 


Minimum  lease  revenue  $1,107,757 

NOTE  7  -  COMMITMENTS 

PCS  leases  office  facilities  for  several  FCA  field  offices  under  operating  leases.  Future 

minimum  lease  payments  as  of  December  31,  1991  are  as  follows: 

1992  $  922,777 

1993  505,452 

1994  515.892 

1995  489,279 

1996  173,387 


Minimum  lease  payments  $2,606.787 
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Mr.  DuRBiN.  For  the  last  three  years,  we  have  asked  for  the 
budget  of  the  building  fund.  Could  you  please  provide  us  with  infor- 
mation on  what  the  actual  expense  accounts  are  for  1992. 

Mr.  Steele.  The  CY  1992  audit  is  currently  underway  and  should 
be  finished  soon.  We  will  be  pleased  to  provide  it  to  you  when  com- 
pleted. As  previously  mentioned,  the  format  of  past  budgets  did  not 
correlate  to  audited  expenses.  As  of  next  year,  this  should  not  be  a 
problem. 

Mr.  DuRBiN.  We  noted  that  you  have  paid  $60,000,  it  appears,  for 
an  audit  of  the  building  fund.  Since  this  is  only  approximately  a 
$3,000,000  a  year  fund,  why  was  this  particular  audit  so  costly? 

Mr.  Steele.  Services  rendered  include  more  than  an  audit.  This 
cost  included  Annual  audit  and  report.  Mid-year  audit  and  report, 
Nine  state  tax  reports  and  filings.  Federal  tax  returns,  K-1  reports 
for  FCS  banks,  and  General  financial  management  services. 

Mr.  DuRBiN.  We  note  that  many  of  the  services  provided  through 
the  building  fund  are  done  by  contract.  Are  all  of  these  contracts 
done  through  a  competitive  bid  process?  If  not,  why  not? 

Mr.  Steele.  With  the  exception  of  emergencies  and  some  con- 
tracts where  only  one  vendor  is  available,  contracts  were  initially 
competitively  bid.  However,  if  the  work  met  FCSBA  requirements, 
renewals  were  not  subject  to  a  full  blown  bidding  process.  During 
its  review  last  summer,  the  FCA  Board  determined  that  the  com- 
petitive bidding  practices  needed  to  be  strengthened.  The  resolu- 
tion adopted  last  September  established  a  systematic  approach  to 
letting  new  contracts.  In  addition  to  these  new  bidding  require- 
ments, approval  of  contracts  exceeding  $15,000  is  now  subject  to 
Board  approval.  I  will  submit  the  resolution  adopted  last  Septem- 
ber for  the  record. 

[The  information  follows:] 
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FCA  BOARD  ACTION  ON  THE 
MANAGEMENT  OPERATIONS  OF  THE  FCSBA 

(NV  92-42) 

WHEREAS,  the  Farm  Credit  Act  of  1971,  as  amended,  authorizes  the  Farm  Credit  System  Banlcs  to 
provide  (he  facilities  and  furnishings  for  Fann  Credit  Administration  (rcA)  office  space,  and  whereas  the  FCS 
Building  Association  (FCSBA)  Ls  the  legal  vehicle  for  this  ptupose,  and  whereas  the  FCA  Board  is  required  by 
the  Act  to  govern  the  affairs  of  (he  FCSBA. 

BE  IT  RESOLVED  THAT,  in  accordance  with  Article  IV,  FCSBA  By-Uws,  15  Febroary  1991,  the  FCA 
Board  has  reviewed  the  management  operations  of  (he  FCSBA  and  (o  ensure  (he  continued  compliance  wi(h  (he 
provisions  and  intent  of  (he  Fann  Credit  Act  of  1971,  as  amended,  the  FCA  Board  hereby  directs  the  FCSBA 
President  to  revise  and  maintain  current  management  policies  and  procedures  governing  FCSBA  affairs,  berealter 
referred  to  as  Standard  Operating  Proceduies  (SOP's).  SOPs  will  be  developed  to  implement  all  provisions  of 
this  resolution.   A  copy  of  current  SOP's  will  be  filed  with  (he  Secretary,  FCA  Board.  The  FCSBA  President 
shall  render,  once  each  quarter,  reports  and  proposals  to  the  FCA  Board  for  review  and  approval  as  may  be 
necessary,  on  budgets,  assessments,  open  audit  recommendations,  finances,  plans,  investments,  reserve  levels, 
internal  controls,  and  other  matters  as  determined  by  the  FCA  Board.   Documentation  will  be  consistent  with 
sound  business  policy  and  accounting  procedures  which  recognize  the  FCA  as  a  Federal  Government  Agency, 
and  support  the  internal  review  needs  of  the  FCA  Board  and  the  FCS  Banks  as  owners  of  the  FCSBA. 

FURTHER  RESOLVED  THAT,  in  accordance  with  Article  IV.  FCSBA  By-Laws,  IS  February  1991.  the  FCA 
Board  directs  (hat  all  business  contracts  issued  by  or  on  behalf  of  the  FCSBA  be  (I)  when  SIS.OOO  or  more, 
competitively  bid  with  a  minimum  of  three  bids;  (2)  v/hen  less  than  $15,000  and  more  than  $2,500.00,  obtained 
with  a  minimum  of  three  price  quotes;  (3)  awarded  to  the  lowest  bidder  meeting  contract  specifications; 
(4)  reviewed  and  approved  by  the  FCA  Board  when  in  excess  of  the  amount  of  $150,000;  (5)  retained  in  file  a 
minimum  of  three  years;  (6)  when  possible,  bid  in  conjunction  with  budget  year,  and  (7)  where  these  procedures 
cannot  be  applied.  FCSBA  will  doctmient  and  report  the  circumstances  and  ratioiude  to  the  FCA  Board  for  prior 
approval.  Competitive  bidding  is  not  required  if  the  circumstances  warrant  immediate  resolution  or  are  veiuior 
specific  in  which  case  the  FCSBA  will  provide  the  Board  with  a  detailed  report  in  30  days.   Recurring  contracts 
are  normally  for  annual  terms,  however,  when  deemed  cost  effective,  (he  FCSBA  may  allow  (eims  up  to  five 
years.  Obtaining  best  and  final  offers  from  bidders  is  encouraged.  The  FCSBA  President  may  redelegate  up  (o 
$50,000.00  of  con(racting  authority  to  the  building  property  manager. 

FURTHER  RESOLVED  THAT,  in  accordance  with  Article  IV,  FCSBA  By-Laws,  15  Febniary  1991.  the 
FCSBA  President  will  review  all  variable  operating  expenses  and  recommend  cost  reduction  efforts  and 
estimated  reserve  levels,  during  the  aimual  budget  presentation  to  the  FCA  Board.  The  FCSBA  President  will 
require  an  annual  uitemal  audit  and  review  of  material  internal  control  procedures  on  a  periodic  basis.   Budgets 
will  reflect  the  most  likely  estimates  of  costs  and  revenues. 

DATED  THIS  'CjLDAY  OF  SEPTEMBER,  1992 

BY  ORDER  OF  THE  BOARD 


Curtis  M.  Anderson 
Secretary  to  the  Board 
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Mr.  DuRBiN.  We  see  in  the  financial  Price  Waterhouse  audit  that 
there  was  approximately  $203,000  spent  in  1991  on  salaries  and 
employee  benefits.  How  many  employees  were  there  in  1991?  For 
the  record,  please  provide  a  listing  of  who  they  were  and  their  sala- 
ries. 

Mr.  Steele.  In  CY  1991  and  through  today,  the  FCSBA  directly 
employs  three  individuals.  In  addition  to  their  responsibilities  for 
the  McLean  facility,  these  individuals  also  provide  facility  over- 
sight for  the  eight  examination  field  offices.  In  CY  1991,  the  three 
individuals  include  Ferrell  Bennett,  President  $69,000;  Susan 
McGrady,  Secretary/Treasurer  48,000;  and  Rick  Albrecht,  Telecom- 
munications Manager  34,000.  The  total  amount  of  their  salaries  is 
$151,000. 1  will  provide  additional  information  for  the  record. 

[The  information  follows:] 

You  will  note  that  the  audited  amount  of  expense  in  this  category  exceeds  the 
Budget  Estimate  of  $156,000  for  CY  1991  because  an  additional  $31,000  was  paid  in 
employee  benefits.  However,  the  remaining  $21,000  is  accrued  leave  and  compensa- 
tory time  which  shows  on  audits  although  no  expense  for  the  year  has  occurred. 

The  newly  adopted  CY  1993  budget  includes  fimding  for  salary  and  benefit  in- 
creases. However,  there  will  always  be  a  discrepancy  between  the  audited  amount  of 
expense  in  this  category  versus  the  budgeted  amount  because  the  auditors  will 
accrue  such  items  as  unused  annual  leave.  For  budgeting  purposes,  it  does  not  make 
sense  to  charge  the  System  a  fee  for  an  expense  that  may  not  occur,  pju^icularly 
when  there  is  an  operating  reserve  for  such  purposes. 

Finally,  to  be  certain  that  FCSBA  employees  were  being  compensated  consistent 
with  their  duties,  the  services  of  the  Hay  Management  Consultants  were  engaged 
last  year  to  review  the  level  of  compensation  for  each  FCSBA  employee.  That  report 
supports  the  salaries  being  paid. 

Mr.  DuRBiN.  There  were  some  items  within  that  building  associa- 
tion fund  that  have  raised  questions  here  in  the  subcommittee.  One 
of  them  I  would  like  you  to  explain  is  $30,000  a  year  for  coffee  ex- 
penses. That  is  a  lot  of  coffee. 

Mr.  Steele.  That  is  a  lot  of  coffee. 

Mr.  DuRBiN.  How  would  you  justify  spending  that  building  asso- 
ciation fund  for  coffee  at  that  amount. 

Mr.  Myers.  And  no  doughnuts. 

Mr.  Steele.  I  would  like  to  separate  your  question  in  two  differ- 
ent parts.  When  I  came  in  1989  I  discovered  that  one  of  the  proce- 
dures there  was  coffee,  and  I  was  not  a  coffee  drinker  until  the 
pressures  of  government  forced  me  to  it,  so  I  became  a  coffee  drink- 
er. I  think  that  is  the  reason  we  hit  $30,000,  the  pressure. 

When  I  came  there  were  more  than  500  people  working  for  FCA.  I 
would  also  say  that  as  this  was  brought  to  our  attention  and  as  we 
really  looked  at  our  total  area  of  responsibilities,  we  have  challenged 
the  president  of  the  association  to  look  at  all  expenditures  and  see 
where  we  can  cut  back  expenditures  for  the  very  reason  you  pointed 
out,  that  the  farmers  and  ranchers  pay  for  it.  So  starting  the  1st  of 
January  those  that  drink  pay,  so  there  is  no  free  coffee  anymore. 

We  have  also  saved  money  on  the  landscaping.  We  have  saved 
money  on  several  areas  to  bring  these  things  in  line. 

Mr.  DuRBiN.  I  would  like  you  to  send  us  a  letter  and  explain  how 
you  can  spend  $30,000  for  coffee.  That  just  seems  to  be  excessive 
even  if  you  are  giving  it  away.  Maybe  I  am  missing  the  point  here. 
Maybe  when  you  explain  it  I  will  see  it. 
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Mr.  Steele.  I'll  provide  an  explanation  for  the  record. 
[The  information  follows:] 

The  practice  of  providing  coffee  to  FCA  employees  b^an  some  time  ago  imder  the 
old  FCA  Board  structure.  Coffee  was  provided  in  McLean  as  well  as  in  each  R^on- 
al  office.  Give  or  take  a  few,  and  including  guests,  at  any  given  time,  coffee  would 
be  available  to  about  460  people.  In  reality,  the  service  only  worked  out  to  about 
$0.25  per  day  per  person.  While  the  practice  of  providing  coffee  is  not  unusual  in 
the  private  sector,  last  year  the  FCA  Board  recc^gnized  that  such  services,  while 
helpful  to  employee  satisfaction,  may  not  be  consistent  with  the  expectations  for 
Federal  service.  Acting  under  this  belief,  the  Board  took  action  last  year  to  change 
the  policy  ^nd  the  FCSBA  now  charges  for  the  coffee.  It  should  be  noted  that  in  its 
review  of  the  issue,  the  Board  was  made  aware  of  the  fact  that  while  the  F(^BA 
has  been  providing  a  benefit  to  employees,  the  FCSBA  was  benefiting  from  employ- 
ee purchaJses  of  soft  drinks  and  other  vending  machine  purchases.  Therefore,  the  de- 
cision to  charge  for  coffee  is  being  implemented  in  a  manner  that  will  achieve  the 
objective  of  balancing  costs  £uid  income. 

Mr.  DuRBiN.  Do  your  guests  that  visit  FCA  go  to  your  cafeteria, 
because  it  says  here  you  subsidized  the  cafeteria  for  employees  to  the 
tune  of  $51,000  in  one  year. 

Mr.  Steele.  Well,  again,  I  don't  have  that  figure,  but  it  seems 
like  that  is  higher  than  it  really  is. 

Mr.  Chairman,  the  building  association,  the  owners  of  the  build- 
ing also  have  several  tenants.  The  tenants  are  the  FCA,  the  Insur- 
ance Corporation,  plus,  as  you  would  expect  in  Washington,  two  law 
firms,  and  this  is  an  income  to  the  building  association.  Twenty-five 
percent  of  the  expenses  for  the  McLean  building  comes  from  private 
tenants.  The  tenants  of  the  building,  because  of  the  location  of  the 
building,  meaning  that  you  do  not  walk  down  to  the  next-door  res- 
taurant for  lunch,  want  a  cafeteria  where  the  folks  that  work  there 
will  stay,  take  30  minutes,  and  go  back  to  work.  You  can't  do  that 
by  leaving  the  building.  So  the  charge  for  food  is  somewhat  less 
than  the  cost  of  the  food  and  overhead.  That  is  really  compensated 
for,  so  that  really  doesn't  cost  the  farmer  in  the  sense  that  the 
income  from  the  rental  properties  far  more  than  pays  for  a  lot  of 
these  things  was  well  as  the  tenants  help  to  pay  for  that  food  subsidy. 
I  would  like  to  respond  further  for  the  record. 

[The  information  follows:] 

Subsidizing  food  service  in  a  building  of  this  type  is  not  unusual.  Most  vendors  are 
unable  to  sell  their  product  at  market  rates  and  mcdce  a  profit  because  of  low  sales 
volume.  Many  office  buildings  view  this  expense  in  a  manner  similar  to  janitorial  or 
utility  expenses.  In  our  case,  the  vendor  periodically  ensures  that  prices  «u:«  consist- 
ent with  the  market.  The  subsidy  is  designed  for  the  vendor  to  receive  a  reasonable 
return  on  investment.  Because  the  formula  is  based  on  sales,  it  is  difficult  to  say 
exactly  what  it  will  be  in  the  future.  However,  our  best  estimate  for  CY  1993  is 
$30,00i0,  which  is  lower  than  in  the  past. 

Tlie  purpose  of  the  subsidy  is  based  on  the  assumption  that  employees  will  leave 
the  budding  for  food  service  if  the  cafeteria  has  higher  than  market  prices.  There 
are  two  benefits  to  the  subsidy.  First,  because  pubUc  food  service  is  not  within  walk- 
ing distance,  the  lack  of  reasonably  priced  lunches  would  encourage  a  substantial 
number  of  employees  to  drive  5  to  10  minutes  to  obtain  lunch.  An  employee  with  a 
30-minute  lunch  break  cannot  be  reasonably  expected  to  leave  and  return  in  that 
period  of  time.  Second,  more  than  25  percent  of  the  cost  of  the  McLean  facility  is 
paid  for  by  private  tenants.  On-site,  affordable  food  service  keeps  the  building  rental 
structure  competitive,  pcuticularly  given  current  market  conditions. 

For  Federal  Government-owned  property,  the  General  Services  Administration 
(GSA)  can  provide  a  subsidy  to  food  service  vendors  in  the  form  of  reduced  or 
modest  rent.  For  privately  owned  buildings  that  rent  to  the  Federal  Government,  an 
indirect  subsidy  can  also  be  provided  when  the  landlord  is  subsidizing  the  on-site 
food  service.  The  question  of  government  subsidies  for  cafeterias  has  been  addressed 
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on  several  occasions  by  the  Comptroller  General.  In  each  case,  the  opinions  found  in 
favor  of  the  agencies  which,  in  some  cases,  used  appropriated  funds  for  the  subsidy. 

Mr.  DuRBiN.  The  1991  Price  Waterhouse  audit  suggested  that 
you  were  receiving  $54,000  roughly  in  rental  income  from  office 
space  and  spending  about  10  percent  of  that  on  the  cafeteria  subsi- 
dy. Is  that  built  into  the  lease,  that  you  promised  the  tenants  that 
you  will  subsidize  the  food  of  their  employees? 

Mr.  Steele.  I  don't  know  if  it  is  written  in  the  lease,  but  during 
lease  negotiations  we  have  been  advised  by  the  president  of  the 
building  association  that  this  is  part  of  the  understanding  of  the 
tenants,  that  the  cafeteria  will,  in  fact,  function  for  breakfast  and 
lunch  at  a  price  that  is  favorable  to  the  marketplace  and  for  the 
conditions  I  outlined. 

Mr.  DuRBiN.  I  don't  think  I  have  ever  run  into  anything  quite 
like  that.  I  find  it  kind  of  hard  to  understand  your  justification  for 
the  subsidy,  being  in  a  remote,  isolated  location;  is  that  the  idea? 

Mr.  Steele.  I  won't  say  it  is  remote  and  isolated.  We  are  two 
miles  fi"om  Tyson's  Comer,  but  you  don't  just  walk  next  door. 

Mr.  DuRBiN.  No,  I  understand. 

Mr.  Steele.  I  would  say,  Mr.  Chairman,  before  I  came  here, 
when  I  was  in  Bloomington,  Illinois,  with  the  lAA,  we  also  subsi- 
dized the  cafeteria  there  for  the  same  reasons,  to  keep  the  folks 
there  at  noon  take  30  minutes  to  eat  lunch  and  get  back  to  work. 

Mr.  DuRBiN.  In  your  same  budget  this  year,  and  this  will  be  my 
last  question  on  the  building  association  fund,  the  1991  Price  Wa- 
terhouse audit  reflected  $95,000  for  professional  and  consulting 
fees.  I  know  that  it  would  be  difficult  for  you  to  provide  specifics 
while  you  are  sitting  there,  but  if  you  would  provide  us  with  a  list 
of  the  individual  fees  that  were  paid  and  a  description  of  each  serv- 
ice, we  would  appreciate  it. 

Mr.  Steele.  All  right. 

[The  information  follows:] 

The  professional  and  consulting  fees  referred  to  in  the  CY  1991  audit  include: 

Amount 

Audit-Tax-Financial  Services $60,000 

Architect  and  Core  Drilling 10.108 

Legal  reviews  of  leases  and  contracts 7,000 

Fixed  asset  inventory  study  &  program 5,500 

Ownership  tax  advantage  study 5,050 

Energy  management  study  review 1,450 

Video  camera  study/installation 6,000 

Total 95,108 

Mr.  DuRBiN.  Another  $82,000  for  management  fees. 

Mr.  Steele.  Yes,  that  is  right.  Like  most  commercial  office  build- 
ings, the  FSCBA  engages  the  services  of  a  professional  property 
management  firm.  Services  provided  are  limited  to  the  McLean  fa- 
cility. The  major  service  is  in  the  area  of  contract  administration. 
The  firm  solicits  bids  and  provides  general  management  oversight 
on  approximately  25  reoccurring  contracts  as  well  as  one-time  con- 
tracts. These  contracts  range  from  such  items  as  snow  removal  to 
security.  Because  the  firm  is  involved  with  many  vendors  through 
the  management  of  other  properties,  the  firm  provides  the  FCSBA 
with  the  benefit  of  its  considerable  expertise  and  familiarity  with 
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the  options  associated  with  the  use  of  vendors.  The  firm  also  assists 
in  the  development  of  operating  and  other  plans  and  ensures  that 
FCSBA  staff  are  aware  of  general  information  such  as  statutory 
changes  affecting  real  property.  The  management  firm  is  also  re- 
sponsible for  supervising  the  many  day-to-day  engineering  activi- 
ties for  a  building  of  this  type.  The  name  of  the  firm  is  Jefferson 
Management  Corporation. 

While  emplojdng  a  management  firm  is  sound  practice,  there  is 
an  obvious  question  concerning  the  level  of  cost.  The  management 
firm's  fee  is  generally  consistent  with  the  norm  were  one  to  esti- 
mate gross  revenues  for  the  McLean  facility  at  market  rates.  The 
management  fee  for  CY  1993  is  estimated  to  be  $87,000.  The  Board 
will  be  carefully  monitoring  these  costs  to  ensure  that  they  are 
adequately  valued. 

Mr.  DuRBiN.  You  have  got  this  audit,  I  am  sure,  the  same  one  we 
are  looking  at.  If  you  would  be  kind  enough  to  take  a  look  at  the 
operating  expenses  there  and  give  us  a  breakdown  on  some  of  these 
items.  'Hie  open-ended  other  expenses  at  $252,000,  for  example, 
raises  some  questions.  I  would  say  the  bottom  line  is  this:  We  both 
concede  that  the  farmers  and  ranchers  across  America  are  pa)dng 
for  this  fund.  We  also  concede  that  it  has  been  running  very  high 
balances  cash  on  hand.  We  also  concede  that  the  amount  submitted 
to  the  Subcommittee  on  interest  income  of  $100,000  on  $4  million 
raises  some  questions  as  to  whether  the  money  is  being  invested 
well. 

There  are  also  some  questions  which  I  am  sure  you  will  resolve 
with  follow-up  information  in  terms  of  the  specific  operating  ex- 
penses of  this  fund.  If  you  would  be  kind  enough  to  bring  us  up  to 
date  as  closely  as  you  can  on  the  operation  of  that  fund,  I  think 
that  might  clear  some  of  this  up.  If  not,  we  can  get  together  again 
and  talk  about  some  of  the  specifics. 

Mr.  Steele.  I  would  be  pleased  to  provide  more  detail  for  the 
record. 

[The  information  follows.] 

Many  of  the  object  classes,  such  as  "Utilities"  and  "Real  Estate  Taxes  Insurance" 
are  self-explanatory.  "Management  Fees,"  "Professional  and  Consulting  Fees,"  "Sal- 
aries and  Employee  Benefits  '  have  already  been  addressed. 

Janitorial  and  other  contract  services $394,330 

Cleaning  (includes  special  tentmt  jobs  such  as  com- 
puter/printing rooms) ($213,000 

Security  Guard  Service  (extra  guards  for  anti-terror- 
ist measures  due  to  Desert  Shield/Storm  and  the 

aftermath.) (181,330) 

Maintenance  and  Repair 376,131 

Construction (51,000) 

Renovation (17,000) 

Safety  System  Main.  Conts (15,000) 

Computer  Main.  Contracts (21,000) 

TeleCom  Main.  Contracts (44,000) 

Field  Office  A/C  Maint.  Cnt (10,000) 

Landscaping/Plants (60,000) 

Elevator  Maint (8,000) 

Elec.  Security  Sys.  Maint (30,000) 

Elect.  &  Mech.  Repairs (27,000) 
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Painting (14,000) 

Safety  Sys.  Repairs (6,000) 

Energy  Mgt.  Sys.  Main.  Cnts (18,000) 

Garage  Leak  Work (18,000) 

Carpet  Maintenance (11,000) 

Audio/Video  Service (3,000) 

Road/Drive  Repair (6,000) 

Jobs  Under  $500  ea (17,131) 

Other  Expenses 252,312 

Travel  and  training (15,000) 

Supplies (20,000) 

Moving  (field) (50,000) 

Lease  Clommissions (37,000) 

Tenant  Lease  (bad  debt) (36,000) 

Coffee  service (34,000) 

Property  taxes  (bus.  Lie.  etc.) (51,000) 

Misc (9,312) 


RISO-DF.*IPSEY  RECOMMENDATIONS 

Mr.  DuRBiN.  Last  yeis  you  indicated  that  you  intended  to  imple- 
ment many  of  the  re  ommendations  of  the  Riso  Dempsey  Report 
before  October  of  last  year.  Can  you  provide  us  some  specifics  as  to 
which  of  the  Riso  lempsey  recommendations  were  implemented 
and  which  have  not  Deen  fully  implemented? 

Mr.  Steele.  The  Riso  Dempsey  study  contained  three  major  rec- 
ommendations which  were:  to  eliminate  25  positions  by  FY  1995; 
undertake  a  major  study  of  the  application  of  computer  technology 
to  the  FCA;  and,  consider  appointing  a  Chief  Operating  Officer — 
COO — ^to  oversee  the  day-to-day  operations  of  the  FCA.  I  am 
pleased  to  report  that  we  have  now  fully  implemented  all  three 
recommendations.  The  Agency's  COO  began  her  duties  in  Novem- 
ber 1992;  40  positions  have  been  eliminated  in  the  current  fiscal 
year,  which  is  in  excess  of  the  recommendation  made  by  Riso 
Dempsey;  and  an  outside  consultant,  Ogden  Government  Services, 
was  hired  to  perform  the  computer  study.  The  initial  report  from 
Ogden  is  now  complete  and  has  been  delivered  to  the  FCA.  Fur- 
ther, the  FCA  anticipates  the  final  phase  of  the  computer  study  to 
be  completed  in  FY  1993  and  we  will  begin  implementing  appropri- 
ate recommendations  in  FY  1994. 

CHIEF  OPERATING  OFFICER 

Mr.  DuRBiN.  We  are  pleased  to  see  that,  in  response  to  the  Com- 
mittee's recommendations,  the  Farm  Credit  Administration  ob- 
tained a  Chief  Operating  Officer,  thus  allowing  the  Chairman  and 
other  Board  members  to  spend  more  time  related  to  the  System's 
problems  rather  than  the  day-to-day  management  and  administra- 
tive functions  of  the  agency.  How  much  of  the  Board's  time  is  actu- 
ally spent  now  in  management  and  administration?  Approximately 
how  much  of  the  Board's  time  was  spent  in  management  and  ad- 
ministration prior  to  that?  How  much  of  the  Chairman's  time  was 
spent  in  management  and  administration  prior  to  that,  and  what  is 
the  comparison  now? 
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Mr.  Steele.  Throughout  1992  the  FCA  Board  devoted  substantial 
time,  perhaps  as  much  as  40  percent,  to  internal  issues.  We  esti- 
mate that  the  Chairman  as  CEO  devoted  approximately  70  percent 
of  his  time  to  administrative  matters  and  the  other  Board  members 
approximately  20  percent  each. 

Since  the  arrival  of  the  new  COO  in  November  1992,  much  of  the 
day-to-day  administrative  work  has  been  shifted  from  the  CEO's 
office.  As  the  COO  becomes  more  experienced  and  existing  manage- 
ment issues  are  resolved,  we  expect  the  Board's  involvement  in  in- 
ternal issues  to  be  reduced.  It  is  too  soon  to  tell  what  the  final  pro- 
portion will  be,  but  a  reasonable  estimate  for  1994  would  be  about 
10  percent  for  each  Board  member,  and  the  Chairman  as  CEO  about 
30  percent. 

This  results  in  qualitatively  different  management  and  adminis- 
trative issues  requiring  my  involvement  than  before.  Consequently, 
more  focus  can  be  put  on  the  larger  issues  raised  by  the  Board  and 
others,  such  as  the  Building  Association,  congressionally-mandated 
studies,  and  developing  a  strategic  plan. 

While  the  Board  continues  to  be  informed  of  management  issues 
on  an  ongoing  basis,  and  continues  to  be  consulted  on  these  issues, 
the  Board  Members  remain  more  focused  on  general  policy  issues 
facing  the  Farm  Credit  System,  the  FCA,  the  Farm  Credit  System 
Building  Association — ^FCSBA — and  the  Farm  Credit  System  Insur- 
ance Corporation — ^FCSIC. 

For  example,  Mr.  B3rme  is  chairing  a  task  force  on  the  issue  of 
competition  within  the  Farm  Credit  System,  while  Mr.  Brown  is 
chairing  a  task  force  on  System  lending  authorities.  I  have  spent  a 
considerable  amount  of  time  in  meetings  with  the  Chairmen  and 
CEOs  of  the  banks  and  associations. 

Mr.  DuRBiN.  How  often  does  the  Board  meet  with  the  Chief  Op- 
erating Officer? 

Mr.  Steele.  The  Chief  Operating  Officer  started  in  November 
1992.  She  meets  with  the  Board  Members  individually  on  a  regular 
basis  to  update  them  on  operational  matters  and  to  address  any 
issues  they  raise.  The  FCA  Board  Members  or  their  Executive  As- 
sistants frequently  stop  by  her  office  to  discuss  their  thoughts  and 
concerns.  She  has  met  with  the  Board  at  more  formalizied  joint 
briefing  sessions  4  times  in  November  and  December,  and  12  times 
in  January  and  February. 

Mr.  DuRBiN.  Although  the  Chief  Operating  Officer  has  been  there 
only  a  short  time,  has  she  been  able  to  develop  a  long-term  operat- 
ing plan  and  set  of  priorities  for  the  Farm  Credit  Administration? 

Mr.  Steele.  The  Board  established  a  Strategic  Planning  Commit- 
tee that  is  designed  to  enhance  its  involvement  in  budget  and 
policy  planning.  The  committee  consists  of  the  Board  members'  Ex- 
ecutive Assistants  and  the  Chief  Operating  Officer.  It  will  propose, 
for  Board  approval,  overall  goals  and  broad  objectives  for  FCA 
management  to  carry  out  in  their  operating  plans. 

With  the  Committee,  the  new  Chief  Operating  Officer  is  in  the 
process  of  developing  strategic  objectives  and  a  set  of  priorities  for 
FCA.  I  note  that  last  year,  FCA  based  its  1994  budget  call  on  man- 
agement approved  planning  objectives,  instead  of  merely  adjusting 
current  staff  levels  and  expense  rates  for  new  salary  structures  and 
inflation.  Additionally,  all  offices  now  have  a  1993  operating  plan 
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that  supports  the  agency's  goals  and  objectives.  Furthermore,  the 
Board  initiated  two  important  projects  for  1994  that  complement 
their  long-range  objectives,  an  assessment  of  internal  and  external 
risks  to  the  Farm  Credit  System,  and  an  Inspector  General  super- 
vised audit  by  an  independent  public  accountant  of  the  Agency's  fi- 
nancial statements. 

Mr.  DuRBiN.  How  involved  are  all  the  Board  members  in  prepar- 
ing such  a  plan,  and  will  the  Board  approve  it? 

Mr.  Steele.  As  previously  pointed  out,  the  Board  will  approve 
the  overall  goals  and  broad  objectives  for  FCA  management.  Thus, 
the  goals  and  objectives  that  drive  the  agency's  operating  plans 
will  be  approved  by  the  Board.  Additionally,  our  goal  is  for  the 
Chief  Operating  Officer  to  integrate  these  into  the  planning  and 
budgeting  process  so  that  each  office's  resource  decisions  for  a 
budget  period  are  based  on  the  Board's  priorities  and  operating 
goals. 

SECURITY 

Mr.  DuRBiN.  We  see  from  the  budget  submitted  for  the  record 
last  year  that  you  spend  approximately  $150,000  a  year  on  security 
guards.  Is  this  24-hour  security?  If  so,  why  do  you  think  you  need  24- 
hour  security  at  the  Farm  Credit  Administration? 

Mr.  Steele.  The  cost  of  security  is  now  lower  than  $150,000  and 
is  a  result  of  decreased  security  after  the  completion  of  Operation 
Desert  Storm.  The  current  contract  which  covers  the  period  August 
1992  until  August  1993  costs  $136,000  and  provides  for  24-hour  cov- 
erage. During  its  review  last  year,  the  FCA  Board  considered  some- 
thing less  than  24-hour  coverage  but  determined  that  24-hour  cov- 
erage was  appropriate  for  three  reasons.  First,  employee  and 
tenant  safety  is  paramount.  There  are  incidents  of  vandalism  in 
this  area  and  cars  are  often  parked  overnight  or  late  at  night  be- 
cause of  employee  travel.  The  security  guard  also  provides  escort 
service  for  employees  and  tenants  to  their  cars  when  requested. 
Second,  providing  24-hour  security  keeps  the  building's  rental 
structure  comparable  with  what  is  available  in  the  private  sector. 
Third,  as  a  practical  matter,  24-hour  security  is  the  best  "insur- 
ance" available  against  damage  caused  by  potential  fire  and  other 
disasters.  Without  24-hour  security,  fire  insurance  would  also  in- 
crease. 

It  should  also  be  pointed  out  that  in  addition  to  basic  security, 
guards  are  trained  to  monitor  temperature  and  humidity  levels  in 
the  computer,  printer,  and  phone  switch  rooms. 

Mr.  DuRBiN.  Are  there  some  rules  or  r^ulations  supplied  by  the 
General  Services  Administration  that  relate  security  to  the  size  of 
certain  Federal  facilities  or  the  use  of  the  Federal  Protective  Service? 

Mr.  Steele.  The  GSA  regulations  governing  physical  protection 
and  building  security,  including  the  use  of  the  Federal  Protective 
Service,  are  contained  in  41  C.F.R.  subpart  101-20.1.  Those  regula- 
tions apply  only  to  property  that  is  under  the  custody  and  control 
of  GSA.  As  you  know,  that  cat^ory  would  not  include  the  building 
currently  occupied  by  the  Farm  Credit  Administration.  In  addition, 
there  is  a  statutory  provision  that  allows  GSA  to  detail  special 
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police  to  protect  property  of  the  United  States  at  the  request  of  the 
Federal  agency  that  controls  the  property. 

We  checked  with  GSA  and  were  advised  that  their  policies  in 
this  area  are  established  on  a  case-by-case  basis  through  the  use  of 
a  physical  security  survey.  We  are  further  advised  that  even  if  the 
survey  determines  that  there  is  no  need  for  24-hour  security  under 
their  criteria,  agencies  are  still  free  to  contract  for  24-hour  cover- 
age using  their  own  funds. 

BUILDING  FUND  ASSOCIATION 

Mr.  DuRBiN.  What  will  your  assessment  to  the  Farm  Credit 
System  be  this  year  for  building  fund  expenses? 

Mr.  Steele.  There  will  be  no  assessment  for  CY  1993.  This  is  be- 
cause the  FCA  Board  determined  that  the  level  of  past  reserve  funds 
available  to  fund  the  capital  and  operating  reserve  accouts,  when 
added  to  all  other  income,  covered  operating  exepnses  for  CY  1993. 

Mr.  DuRBiN.  Has  the  Inspector  General  or  the  General  Account- 
ing Office  ever  done  an  audit  of  the  Farm  Credit  System  Building 
Association  Fund?  If  not,  why  not? 

Mr.  Steele.  The  FCSBA  is  a  privately  owned  association  whose 
operations  are  based  on  no  usage  of  government  funds.  Thus,  in  the 
absence  of  specific  statutory  authority,  government  auditors  have 
no  basis  for  any  t3rpe  of  audit.  However,  legislation  adopted  last  fall 
did  require  the  General  Accounting  Office— GAO — ^to  perform  an 
audit  to  determine  if  there  could  be  cost  savings  if  certain  GSA 
standards  were  followed.  To  make  this  determination,  GAO  will  be 
required  to  perform  a  review  of  FCSBA  expenses.  The  policy  state- 
ment adopted  by  the  Board  last  September  provides  for  the  next 
audit  to  include  an  in-depth  review  of  internal  controls  and  prac- 
tices. This  is  in  addition  to  the  annual  and  mid-year  audits  by  an 
independent  CPA  firm  which  are  already  performed. 

FCA  CONTRACTS 

Mr.  DuRBiN.  As  we  did  last  year,  would  you  please  provide  us  with 
a  listing  of  contracts  for  outside  serviceds  by  the  Farm  Credit 
Administration  for  fiscal  year  1991,  1992,  and  1993,  and  repeat  the 
descriptions  and  updates  of  each  of  these  contracts,  as  you  have  in 
the  past  years? 

Mr.  Steel.  I  will  submit  information  for  the  record  concerning 
our  contracts  for  outside  services  for  the  FYs  1991,  1992,  and  1993. 
Information  for  certain  contracts  prior  to  FY  91  will  be  included  as 
FCA  exercised  option  periods  allowed  in  the  contracts,  and  obliga- 
tions were  made  against  the  contract. 

[The  information  follows:] 
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Contract  Number: 

Contractor: 

Purpose: 

Expenditures: 


93-FCA-C-002 

Oakwood  Apartments 

Lease  of  two  Apartments  for  OE  and  OSSCA  rotational 

employees. 

FY  93  $29,376.00  ObUgated 


Contract  Number: 
Contractor: 
Purpose: 
Expenditures: 


93-FCA-C-OOl 

Digital  Equipment  Corporation  (DEC) 

Maintenance  of  Digital  Network  Operational  Services 

FY  93  $28,000.00  ($2,375/mo) 


Contract  Number: 
Contractor: 
Purpose: 
Expenditures: 


92-FCA-C-006 

University  of  Illinois 

Stress  Study  for  OSMO 

FY  93  NTE  $70,000.00 

($24,000  on/about  1-15-93)  completion  of  contract  Section 

C.5.A.,  C.5.B.,  C.5.C,  and  FCA  acceptance.   By  April  15, 

contractor  to  complete  C.5.D.  on  FCA  acceptance,  (est. 

May  1)  final  fixed  price  and  payment  schedule  to  be 

determined. 
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Contract  Number: 
Contractor: 
Purpose: 
Expenditures: 


92-FCA-C-005 

CIGNA 

Long-Term  Disability  Insurance  for  FCA 

FY  92  $34,256.84  Actual  Paid 

Note:   For  9-24-92  through  9-30-93. 


Contract  Number: 

Contractor: 

Purpose: 


Expenditures: 


92-FCA-C-004 

FCS  Building  Association 

Interior  Office  Construction  and  Renovation  resulting  from 

Agency  reorganization  recommended  in  Riso-Dempsey  study. 

This  allows  excess  space  to  be  leased  to  tenants. 

FY  92  $49,850.00  Estimated 


Contract  Number: 
Contractor: 
Purpose: 
Expenditures: 


92-FCA-C-003 

Digital  Equipment  Corporation  (DEC) 

Network  Operational  Services  for  LAN 

FY  92  $28,500.00  Actual  Paid 


Contract  Number: 
Contractor: 
Purpose: 
Expenditures: 


92-FCA-C-002 
Riso  &  Dempsey 
Audit/Management  Study 
FY  92  $192,800.00 


Actual  paid 


Contract  Number: 

Contractor: 

Purpose: 

Expenditures: 


92-FCA-C-OOl 

Nonpublic  Educational  Services,  Inc. 

Library  Support  -  staffing  for  FCA  Library  (2  FTE  personnel 

provided  by  contractor) 

FY  92  $75,000.00  Actual  Paid 

FY  93  $76,200.00  Budgeted 
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Contract  Number: 

Contractor: 

Purpose: 


Expenditures: 


91-FCA-C-Oll 

FCS  Building  Association 

Dynamic  Throughput  Processors,  "DataMizers"  made  by 

Synoptics—allows  greater  than  112  KPS  of  computer  information 

to  be  transmitted  over  telephone  lines  designed  for  transmission 

of  no  more  than  56  KPS  of  computer  data.   Did  not  cause 

increase  in  telephone  charge. 

FY  91  $147,832.00  Actual  Paid 


Contract  Number: 

Contractor: 

Purpose: 

Expenditures: 


91-FCA-C-OlO 
FCS  Building  Association 

Provide  Automated  Attendant  Telephone  System  and  Rate  Pro- 
Battery  Back-up  for  field  offices. 
FY  91  $60,867.36  Actual  Paid 


Contract  Number: 
Contractor: 
Purpose: 
Expenditures: 


91-FCA-C-009 
FCS  Building  Association 
Installation  of  Network  Cabling 
FY  91  91,215.43 


Actual  Paid 


Note:   The  expenditure  for  this  contract  presented  in  last  year's  hearing  testimony 
should  have  been  reflected  as  an  estimated  amount 


Contract  Number: 

Contractor: 

Purpose: 

Expenditures: 


91-FCA-C-008 

FCS  Building  Association 

Installation  of  Uninterruptable  Power  System  for  FCA  Computer 

Center  VAX  computers,  and  associated  equipment 

FY  91  $55,000.00  Actual  Paid 
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Contract  Number: 
Contractor: 
Purpose: 
Expenditures: 


91-FCA-C-007 

PHH  Homequity 

Relocation  Services  for  five  Employees 

FY  92  $283,391  Estimated 


Contract  Number: 
Contractor: 
Purpose: 
Expenditures: 


91-FCA-C-006 

Sonnenschein  Nath  &  Rosenthal 

Consulting  Services 

FY  91  $9,555.78 


Actual  Paid 


Contract  Number: 

Contractor: 

Purpose: 

Expenditures: 


91-FCA-C-005 

Robert  Hopping 

Instructor  for  Training  Programs  (FCA  Leadership  Development 

Program) 

FY  91  $5,704.00  Actoal  Paid 

FY  92  $8,200.00  Actual  Paid 


Contract  Number: 
Contractor: 
Purpose: 
Expenditures: 


91-FCA-C-004 

Sonnenschein  Nath  &  Rosenthal 

Consulting  Services 

FY  91  $19,414.94 


Actual  Paid 


Contract  Number: 
Contractor: 
Purpose: 
Expenditures: 


91-FCA-C-003 

Digital  Equipment  Corporation 

Network  Operational  Services  for  LAN 

FY  91  $26,125.00  Acmal  Paid 


Contract  Number: 

Contractor: 

Purpose: 


91-FCA-C-002 

The  Wyatt  Co. 

Design  and  implementation  of  job  evaluation  and  compensation 

program 
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Expenditures: 


FY  91 


$175,000.00 


Actual  Paid 


Contract  Number: 

Contractor: 

Purpose: 

Expenditures: 


91-FCA-C-OOl 

W.E.  Harvey 

Continuing  designation  of  Harvey  as  President  and  CEO  of  REW 

Enterprises 

Funds  are  being  paid  by  receivership 


Contract  Number: 
Contractor: 
Purpose: 
Expenditures: 


90-FCA-C-007 

Pulsar  Data  Systems 

Personal  and  laptop  computers,  printers,  software 

FY  91  $694,847.18  Actual  Paid 

FY  92  $542,747.03  Actual  Paid 


Contract  Number: 
Contractor: 
Purpose: 
Expenditures: 


90-FCA-C-006 

Digital  Support  Corporation 

Maintenance  of  computer  equipment 

FY  91  $68,746.71  Actual  Paid 

FY  92  $85,532.45  Actual  Paid 


Contract  Number: 
Contractor: 
Purpose: 
Exp)enditures: 


90-FCA-C-003 

Sonnenschein  Carlin  Nath  &  Rosenthal 

Special  Counsel  to  Chairman 

FY  91  $106,347.17  Actual  Paid 


Contract  Number: 

Contractor: 

Purpose: 

Expenditures: 


90-FCA-C-OOl 

FCS  Building  Association 

Telephone  equipment  and  service  (includes  all  usage 

charges  and  prorated  equipment  costs) 

FY  91  $622,705.36  Actual  Paid 

FY  92  $586,638.77  Actual  Paid 
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Contract  Number: 
Contractor: 
Purpose: 
Expenditures: 


89-FCA-C-006 

Pulsar  Data  Systems 

Upgrade  of  VAX  computer  equipment 

$2,653,326.97  obligated  for  contract  total 

FY  91  $963,977.61  Actual  Paid 

FY  92  $414,914.60  Actual  Paid 

FY  93  $  47,300.00  Obligated 


Contractor: 

Purpose: 

Expenditures: 


Contract  Number: 

Coleman  PCA  Receivership 

Receivership 

Funds  are  being  paid  by  receivership 


89-FCA-C-004 


Contract  Number: 
Contractor: 
Purpose: 
Expenditures: 


89-FCA-C-003 

James  C.  Larson/Richmond  Production  Qedit  Association 

Receivership 

Funds  are  being  paid  by  receivership 


Contract  Number: 
Contractor: 
Purpose: 
Expenditures: 


89-FCA-C-002 

Mutual  of  Omaha  Insurance  Company 

Life  Insurance  for  FCA  employees 

FY  91  $172,662.69  Actual  Paid 


Contract  Number: 
Contractor: 
Purpose: 
Expenditures: 


89-FCA-C-OOl 

Nonpublic  Educational  Services,  Inc. 

Library  Support 

FY  91  $78,000.00  Actual  Paid 


Note:   Contract  has  expired,  replaced  by  92-FCA-C-OOl. 


Contract  Number: 
Contractor: 
Purpose: 
Expenditures: 


88-FCA-C-005 

Blue  Cross/Blue  Shield  of  the  National  Capital 

Health.  Dental  &  Vision  Insurance 

CY91        $994,514         (FCA  portion) 


Area 


248,628 
CY92     $1,337,362 

334,341 
CY93     $1,520,000 

380,000 


(employee  portion) 
(FCA  portion) 
(employee  portion) 
(FCA  portion) 
(employee  portion) 


Actual  Paid 
Actual  Paid 
Actual  Paid 
Actual  Paid 
Estimated 
Estimated 
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86-FCA-C-Oll 
PHH  Homequity 


Contract  Number: 

Contractor: 

Purpose:  Relocation  Services  for  27  Employees 

Expenditures:  FY  91  $694,837.58  Estimated 

Note:   Contract  has  expired,  replaced  by  91-FCA-C-007. 
Note:   Expenditures  are  estimated  as  the  actual  and  final  costs  for  transporting 
employee  household  goods,  and  sale  of  employees'  homes  may  not  be  known  for  a 
period  of  2  to  5  years  after  services  are  requested. 
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Mr.  DuRBiN.  Please  provide  us  with  a  list  of  all  sole-source  contracts 
and  provide  an  explanation  of  each  of  these  contracts  for  fiscal  years 
1992  and  1993.  Provide  the  details  on  what  consulting  services  were 
provided,  the  contracting  officer  of  each  contract,  and  the  contract- 
ing officer's  technical  representative. 

Mr.  Steele.  I  will  provide  the  requested  information  for  the 
record. 

[The  information  follows:] 
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93-FCA-C-OOl 

Digital  Equipment  Corporation  (DEC) 

Maintenance  of  Digital  Network  Operational  Services 

FY  93  $28,000.00  ($2.375/mo) 

Larry  W.  Edwards 

Joe  Leger 

Reason  for  Sole  Source  Award:   Maintenance  includes  software  proprietary  to  DEC.   As 
a  result,  no  other  party  can  maintain  the  software. 


Contract  Number: 

Contractor: 

Purpose: 

Expenditures: 

Contracting  Officer: 

COTR: 


Contract  Number: 
Contractor: 
Purpose: 
Expenditures: 


92-FCA-C-006 

University  of  Illinois 

Stress  Study  for  OSMO 

FY  93  NTE  $70,000.00 

($24,000  on/about  1-15-93)  completion  of  contract  Section 
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C.5.A.,  C.5.B.,  C.5.C,  and  FCA  acceptance.   By  April  15, 
contractor  to  complete  C.5.D.  on  FCA  acceptance,  (est.  May 
1)  final  fixed  price  and  payment  schedule  to  be  determined. 
Larry  W.  Edwards 
Suzanne  McCrory 

Reason  for  Sole  Source  Award:    Awarded  due  to  time  constraints,  congressional  mandate 
on  completion  date,  congressionally  mandated  limit  on  FY  1993  OSMO  expenditures,  and 
unique  expertise  of  contractor. 


Contracting  Officer: 
COTR: 


Contract  Number: 

Contractor: 

Purpose: 

Expenditures: 

Contracting  Officer: 

COTR: 


92-FCA-C-004 

FCS  Building  Association 

Interior  Office  Construction  and  changes  due  to  reorganization 

FY  92  $49,850.00  Estimated 

Larry  W.  Edwards 

Joe  Leger 

Reason  for  Sole  Soiu-ce  Award:    FCSBA  is  the  landlord  and  as  such  has  the  authority  to 
contract  for  construction  within  the  building. 


Contract  Number: 

Contractor: 

Purpose: 

Expenditures: 

Contracting  Officer: 

COTR: 


92-FCA-C-003 

Digital  Equipment  Corporation  (DEC) 

Digital  Network  Operational  Services  for  LAN 

FY  92  $28,500.00  Actual  Paid 

Larry  W.  Edwards 

Joe  Leger 

Reason  for  Sole  Source  Award:    Maintenance  includes  software  proprietary  to  DEC.    As 

a  result,  no  other  party  can  maintain  the  software. 
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FEDERAL  ACQUISITION  REGULATIONS 

Mr.  DuRBiN.  In  report  language  related  to  the  fiscal  year  1993 
Appropriations  Act  this  Committee  provided  guidance  for  the  Farm 
Credit  Administration  and  expected  you  to  comply  with  all  Federal 
acquisition  regulations  and  Comptroller  (Jeneral  opinions  related 
to  expenses.  Can  you  tell  us  what  steps  you  have  taken  to  adhere 
to  those  instructions? 

Mr.  Steele.  The  FCA  Board  confirmed  in  a  resolution  dated  Oc- 
tober 15,  1992,  that  staff  must  competitively  bid  all  contracts, 
unless  a  sole  source  contract  is  justified  under  FAR,  and  to  develop 
procedures  that  comply  with  the  spirit  of  all  applicable  Federal  Ac- 
quisition Regulations  and  Comptroller  (Jeneral  opinions  regarding 
administrative  expenses.  These  procedures  will  be  finalized  during 
the  current  fiscal  year  and  implemented  immediately  upon  comple- 
tion. In  addition,  PPM  700,  Contract  Procedures  and  Lead  Time, 
has  been  revised  to  include  the  following  statement: 

It  is  the  policy  of  the  Farm  Credit  Administration  (FCA)  to  solicit  and  award  con- 
tracts on  a  competitive  basis  to  the  greatest  degree  practicable.  FCA  will  generedly 
follow  the  provisions  of  the  Federal  Acquisition  R^ulation  (FAR)  unless  to  do  so 
would  impfiir  or  affect  the  authority  of  the  agency.  A  full  explanation  of  procure- 
ment requirements  and  definitions  may  be  found  in  the  FAR  *  *  *. 

ASSESSMENT  REFUNDS 

Mr.  DuRBiN.  Last  year,  Mr.  Steele,  you  provided  us  with  a  table 
that  showed  the  amount  of  refunds  back  to  the  Farm  Credit 
System  since  1982.  Could  you  repeat  that  table  for  us  and  update  it 
please. 

Mr.  Steele.  At  the  end  of  the  fiscal  year,  when  all  sources  of 
income  are  netted  against  the  agency's  obligations,  the  funds  in 
excess  of  current  fiscal  year  needs  are  refunded  to  the  Farm  Credit 
banks  in  the  subsequent  fiscal  year.  The  Farm  Credit  Administra- 
tion refunded  a  net  of  $3,523,865  to  the  Farm  Credit  banks  for  FY 
1992. 

I  will  provide  a  table  that  shows  the  details  of  the  $3,523,865 
which  was  refunded  to  the  Farm  Credit  banks  and  the  amounts  re- 
funded since  1982. 

[The  information  follows:] 

Fiscal  year  1992  assessments  to  the  Farm  Credit  banks $40,290,000 

Fiscal  year  1992  Farmer  Mac  fissessment 247,117 

Total  assessments 40,537,117 

FCA  Fiscal  year  1992  obligations 39,087,430 

Amount  refunded  to  the  Farm  Credit  btmks  and  Farmer  Mac  due 

to  over-assessments 1,449,687 

Additioned  amounts  refunded: 

FCSIC  reimbursements 472,534 

NCB/NCBDC  reimbursements 115,129 

Adjustments  of  prior  year  obligations 1,083,226 

Interest  earned  on  investments 366,544 
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Other  miscellaneous  income 36,745 

Total   refund  to  the  Farm  Credit  banks  ($3,522,927)  and 

Farmer  Mac  ($938) 3,523,865 


Assessment  refunds 

Fiscal  year  Refund 

1982 $1,624,353 

1983 829,734 

1984 277,406 

1985 826,557 

1986 7,738,076 

1987 8,309,247 

1988 2,622,583 

1989 1,348,656 

1990 859,209 

1991 4,383,516 

1992 3,523,865 

RECEPTION  AND  REPRESENTATION  EXPENSES 

Mr.  DuRBiN.  Did  you  have  any  expenses  related  to  the  reception 
and  representation  expense  allowance  during  fiscal  year  1992?  If 
so,  what  were  they?  What  was  the  total  cost? 

Mr.  Steele.  I  will  submit  a  chart,  for  the  record,  reflecting  recep- 
tion and  representation  FY  1992  expenses. 

[The  chart  follows:] 

Detailed  expense  items  charged  to  reception  and  representation  account  fiscal  year 

1992 

Expense  item  Amount 

Breakfast  with  Malcolm  Harding,  CEO,  NBC $19.18 

Lunch  with  Seeley  Lodwick,  Terri  Luelf,  and  Mary  Kay  Thatcher 39.55 

Lunch  and  coffee  break  for  presidents  and  chairmen  of  boards  of  Farm 

Credit  System  institutions 484.88 

Flowers  for  death  of  son  of  assistance  board  member 47.03 

Business  dinner  for  chairman  with  members  of  FCB  Texas 54.22 

Total  fiscal  year  1992  reception  emd  representation  expenses 644.86 

FOREIGN  TRAVEL 

Mr.  DuRBiN.  Occasionally,  there  have  been  instances  where  a 
Farm  Credit  Administration  employee  has  traveled  to  foreign  coun- 
tries. Were  there  any  instances  of  foreign  travel  during  fiscal  year 

1992,  and  if  so,  please  provide  the  purpose  of  the  trip,  the  cost,  and 
the  location? 

Mr.  Steele.  There  was  no  foreign  travel  in  FY  1992. 

ADMINISTRATION  AND  EXPENSES  OF  THE  FCA 

Mr.  DuRBiN.  Mr.  Steele,  please  provide  a  table  showing  a\\ 
sources  of  revenue  to  the  agency  for  fiscal  years  1991,  1992,  and 

1993,  and  what  you  anticipate  for  fiscal  year  1994. 

Mr.  Steele.  I  will  provide  a  chart  for  the  record  that  shows  the 
reimbursables  from  FSCIC,  National  Consumer  Cooperative  Bank, 
and  other  sources  result  in  FCA  having  available  more  funds  than 
the  budget  indicates  are  needed  to  conduct  agency  business.  The 
availability  of  reimbursable  funds  of  any  significant  amount  is  a 
relatively  new  occurrence  for  FCA.  The  Board  has  directed  staff  to 
evaluate  how  reimbursables  should  be  incorporated  into  the  budg- 
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eting  process  to  eliminate  excess  assessments.  When  this  study  is 
completed,  we  will  adjust  FCS  assessments  to  reduce  any  over  col- 
lection of  funds. 

The  Office  of  Management  and  Budget  has  advised  us  that  work 
done  on  a  reimbursable  basis  does  not  count  against  the  annual 
limitations  of  the  agency  or  any  of  its  individual  offices. 

[The  information  follows:] 
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SOURCES  OF  REVENUE 
FISCAL  YEARS  1991,  1992,  1993  &  1994 

(Dollars  In  Thousands) 


Revenue  Source: 

ACIUAL 
FY  1991 

ACTUAL 
FY  1992 

BUDGET 
FY  1993 

BUDGET 
FY  1994    1 

Direct  Program  (from  Assessments  for  FCA  Administrative  Expense): 

Farm  Credit  System 

40,290 

40,290 

39,608 

41,357 

Federal  Agricultural 
Mortgage  Corporation 

36 

247 

300 

326 

Interest  Income  ' 

574 

367 

200 

200 

Other  Misc  Income 

60 

36 

0 

0 

Total  Direct  Program 

40,960 

40,940 

40,108 

41,883 

Reimbursable  Program: 

Farm  Qedit  System 

Insurance 

Corporation 

811^ 

473 

520 

537 

National  Coop.  Bank 
(NCB)  &  NCB 
Development  Corp. 

116 

115 

100 

110 

Other 

0 

0 

21 

26 

Total  Reimbursable 
Program 

927 

588 

641 

673 

Total  Direct  & 
Reimbursable,  FCA 

41,887' 

41,528* 

40,749 

42,556 

lolcRst  income  reduction  in  FY  1992  wu  tbe  resalt  of  less  c«sta  OD  hand  md  lower  inleRtt  nttt.  The  budget  for  FY  1993  and  FY  1994 
"irti^^tt^  OTgnmfd  continued  low  intenst  rues. 

Prior  to  FY  1992,  all  staff  woifc  for  FCSIC  was  performed  by  FCA  on  a  reimbuneable  basis.  PCSIC  appointed  its  first  pennaneot  ataS  in 
October  1991. 

$4.4  million  of  Ibis  revenoe  was  not  needed  for  the  PCA's  administntive  expenaea  in  FY  1991  and  this  amount  was  lennned  to  die  System 
and  Fanner  Mac. 


S3.3  million  of  this  revalue  was  not  needed  for  the  FCA's  administrative  expenses  in  FY  1992  and  these  excess  Amds  were  reamied  to  the 
System  and  Fanner  Mac 
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OBJECT  CLASS  TABLE 


Mr.  DuRBiN.  Mr.  Steele,  for  the  record,  please  provide  an  object 
class  table  for  fiscal  years  1992,  1993,  and  1994  for  the  Farm  Credit 
Administration  administrative  expenses. 

Mr.  Steele.  The  requested  table  is  provided  for  the  record. 

[The  information  follows:] 


DIRECT  OBLIGATIONS 

[In  thousands  of  dollars] 


Fiscal  year- 
Object  classification 


11.1    Full-fime  permanent 

11.3   Other  than  full-time  permanent 

11.5   Other  personnel  compensation 

11.9  Total  personnel  compensation 

12.1    Civilian  personnel  tienefit 

13.0    Benefits  for  former  employees 

21.0   Travel  and  transportation  of  persons 

22.0   Transportation  of  things 

23.3   Communication,  utilities,  and  other  rent 

24.0    Printing  and  reproduction 

25.0   Other  services 

26.0    Supplies 

31.0    Equipment 

42.0    Insurance  claims/indemnities 

Total  direct  obligations .„. 

Prior  year  de-obligations 

Total 38,004  39,908  41,683 

The  following  table  represents  obligations  resulting  from  FCA's  reimbursable 
program.  The  Office  of  Management  and  Budget  has  advised  us  that  these  obligations 
do  not  count  against  the  annual  limitations  of  the  agency  or  any  of  its  individual 

REIMBURSABLE  OBLIGATIONS 

Fiscal  year— 


Actual  1992 

Budget  1993 

Budget  1994 

24,474 

25,146 
826 
260 

25  925 

700 

744 

404 

486 

25,578 

26,232 

27,155 

6,049 

6,431 
227 

2,822 
100 
893 
213 

2,203 

403 

384 

0 

7,047 

320 

201 

2,502 

2  632 

106 

137 

892 

945 

146 

2,037 

521 

166 

2,417 

609 

397 
539 

374 
0 

39,087 
(1,083) 

39,908 
0 

41,683 
0 

Actual  1992  >      Budget  1993      Budget  1994 


11.1  Full  time  permanent 0  $373  $394 

12.1  Civilian  personnel  benefits 0  80  91 

21.0  Travel  and  transforation 0  2  9 

22.0  Transportation  of  things 0  5  0 

25.0  Other  services 0  179  179 

26.0  Supplies  and  materials 0 2 0 

Total  reimbursable  obligations 0 641 673 

Total  FCA  obligations $38,004  40,549  42,356 

'  Reimbursat)le  obligations  are  included  in  ttie  total  obligations  for  FY  1992.  The  FCA  Board  has  directed  staff  to  evaluate  how  reimbursabtes 
should  be  incorporated  into  the  budgeting  process  to  eliminate  excess  assessinents. 
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Mr.  DuRBiN.  Please  provide  an  object  class  breakdown  for  Item 
25,  "Other  Services,"  Farm  Credit  expenses  for  fiscal  years  1992, 
1993,  and  1994. 

Mr.  Steele.  The  requested  information  is  provided  for  the 
record. 

[The  information  follows:] 

ITEM  25:  OTHER  SERVICES 

[tn  thousanis  of  doNars] 

Fiscal  year 

ItBD 


Actual  1S92     Budget  1993     Budget  1994 


Contracted  software 2  0  0 

ADP  contractual  services 160  » 594  635 

ADP  equipment  maintenance  &  repair 238  139  150 

Software  maintenance 113  88  90 

Maintenance  &  repair  of  non-ADP  equipment 132  204  223 

Storage  of  iwusefiold  goods 19  60  60 

Training: 

Tuition 368  314  372 

Registration  fees 8  8  10 

Instructor  fees 48  15  20 

Office  renovation 68  5  5 

Membership  fees 1  2  2 

Ottier  m-m  contracts,  net  of  adjustments _ 880  774  *850 

Total,  otiw  contractual  seraces „ 2,037  2,203  2,417 

>  The  majorihf  of  the  Jncroe  tor  FY  1993  wtr  FY  1992  is  for  coneding  the  dtficiendes  in  the  agency's  Financial  Management  System  in  order 
to  ooiiDy  wiui  uiB  Cofc  Rmncisl  SystCRi  HBOuvciMflo. 

*  The  FY  1994  amount  includes  $125,000  fcr  a  finaKial  audtt;  $200,000  for  assistance  on  the  analysis  of  the  Fann  CreA  System  risks; 

(177,000  for  contiadual  training  and  caomission  test  oonsritants;  a*)  $220,000  for  contractual  services  in  the  Office  of  Secondaiy  Martiel 


FARM  CREDIT  SYSTEM  SALARIES 


Mr.  DuRBiN.  Mr.  Steele,  please  provide  for  the  Committee  a  table 
showing  the  salaries  of  Farm  Credit  System  CEOs  for  all  districts 
and  entities  from  fiscal  years  1981  through  the  current  year. 

Mr.  Steele.  I  will  submit  a  table  listing  these  salaries  for  the  record. 

[The  table  follows:] 
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FARM  CREDIT  ADMINISTRATION  SALARIES 

Mr.  DuRBiN.  For  the  record,  please  provide  an  updated  General 
Schedule  and  a  salary  schedule  for  Farm  Credit  Administration  for 
fiscal  years  1992,  1993,  and  1994.  Also,  provide  a  list  of  any  geo- 
graphical differential  in  pay  and  the  percent  allowed  for  each. 

Mr.  Steele.  I  will  provide  for  the  record  FY  1992  and  1993  Gen- 
eral Schedules  and  the  FY  1992  and  1993  Farm  Credit  Administra- 
tion Salary  Ranges.  The  Farm  Credit  Administration  Compensa- 
tion Program  has  two  salary  ranges.  One  range  applies  to  VH  em- 
ployees who  are  the  agency's  managerial,  professional,  and  techni- 
cal employees.  The  other  range  applies  to  VG  employees  who 
occupy  clerical  and  support  positions. 

[The  information  follows:] 
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Geographic  Differentials 

Geographic  differential  rates  are  based  on  annual  studies  conducted  by  Runzheimer 
International,  a  major  consulting  firm  in  the  area  of  travel  and  living  costs.  The  geographic 
differential  is  a  measure  of  relative  purchasing  power  in  one  locality  versus  another.   It  is 
based  on  relative  prices  gathoed  at  the  same  time  from  over  150  different  locations 
throughout  the  country.  FCA  provides  Runzheimer  with  an  annual  profile  of  its  employee 
population  which  is  used  to  measure  variances  in  the  cost  of  living  in  FCA  office  localities 
as  compared  to  the  national  average.  Runzheimer  reports  are  also  utilized  by  the  other 
Federal  financial  regulatory  agencies  in  administering  their  compensation  programs. 

The  differential  rates  may  be  revised  in  accordance  with  current  data  and  available  funding. 
Based  on  annual  adjustments  in  the  data,  they  may  change  (upward  or  downward)  from  one 
year  to  the  next   For  1993,  the  rates  when  up  in  three  localities  and  down  in  the 
Bloomington,  Minnesota,  area.   Study  results  also  indicated  that  a  differential  should  be 
added  for  the  Atianta,  Georgia,  office.  To  promote  comparability,  the  current  practices  of 
the  other  Federal  financial  regulatory  agencies  are  also  considered  in  establishing  and 
adjusting  rates  in  various  locations. 

The  agency's  FY  1993  geographical  differential  is  as  follows: 
Albany,  NY  7.3  percent 

Atianta,  GA  1.5  percent 

Bloomington,  MN        4.7  percent 
McLean, VA  12.5  percent 

Sacramento,  CA  5.8  percent 

The  agency's  FY  1992  geographical  differential  was  as  foUows: 
Albany,  NY  5.1  percent 

Bloomington,  MN        7.1  percent 
McLean,  VA  9.6  percent 

Sacramento,  CA  4.5  percent 

The  FY  1994  salary  schedule  will  not  be  determined  by  the  FCA  Board  until  later  in  FY 
1993. 
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SALARY  RANGES  FOR  '*VirVEMPLOYEES-~1992 


Ran^ 
Nfinimum        20% 


40% 


60% 


Pay 

Grade 


First 
Quintile 


Second 
Quindle 


Third 
Quintile 


Range  ■■      Range 
80%        Maximum      Midpoiat 

Fourth  Ftfth 

Quiatile       Quiodle 


45       $101^94       $111,753      $121,912       $132,072      $142,231       $152,390       $126,992 


4- 


+ 


44  89.464  98.410        107.357         116.303         125.250         134.196  111.830 

-4— 


43  78.782  86.660         94,538         102,416         110.294         118,172 


98.477 


42  69.376  76,314         83.251  90.189  97.126         104,064 


86.720 


41 


61.092  67.201  73.310 


79.420 


85.529  91.638 


76.375 

H— 

67.248 


40  53,798  59.178         64,558 


69.938 


75.318  80.698 


4- 


39 


47.375 


52.113         56.850 


61.588 


66,325  71,063 


59.219 


38 


41.718 


45.890         50,062 


54,234 


58,406  62,578 


52.148 


+ 


37 


36,738 


40.41 1  44,085 


47,759 


51,433  55,106 


45,922 


36 


32.352 


35,587  38,822 


42,058 


45,293 


48,528 


40,440 


35 


28,489 

-4— 


31.338  34,187 


37,035 


39.884  42,733 


35.611 
— I— 


34 


25,087 


27.596  30.105 


32,613 


35.122 


37.631 


31,359 


33 


22.092 


24,301  26.510 


28.720 


30,929 


33,138 


27.615 


32 


20,972 


23.069  25.166 


27,264 


29.361 


31.458 


26.215 


31 


19,909 


21,900         23.891 


25.881 
— +— 


27,872 


29.863 


24,886 


30          18,900          20,790         22,680           24,570          26,460          28.350           23.625 
I I I I \ I L__ 


NOTES:      Range  Spread  =  50  percent 

Midpoint  Differential  =  13.5  percent 

The  range  minimum  represents  the  beginning  of  the  first  quintile,  and  the  sutKequent  dollar 

amounts  represent  the  beginning  of  each  quintile. 
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AaRY  RANG 


>R  **VG'*  EMP 


-^  ^^-^'Rto^',<^^IUi»g^'"-^ 


Pay 
Gnuk 


ftaage 
MiiUiDum 


20% 


40% 


60% 


First 


Second 


QuIntUe     ,  Qj^aO/ek ;  QMBiUe 


Third 


Fourtb 
QuIntOe 


80%       Marimiaa  •;:  MMpoInt  -< 


Fifth 


27 


$28,306 

— h- 


$31,136 

— 4— 


$33,967 
— h- 


$36,797 

— f- 


$39,628 
— I— 


26 


25.554 


4- 


28,109         30,664 


33.220 


+ 


4- 


+ 


35,775 

+ 


38,330 

+ 


31,942 


25 


23,070 

-h- 


25,377 

-4— 


27,684 


29,990 


32,297 

— h- 


34.604 

+ 


28,837 


24 


20.827 


-h- 
18.802 

H— 


22.910         24.993 


27.075 


+ 


+ 


+ 


29.158 

-H— 


31.241 

-h- 
28.204 


26.034 


-+— 
23,503 

H— 

21,218 

+ 


23 


20,682 

H— 

18.672         2a369 


22,563 

H— 


24.443 

H— 


26.324 


22 


16.974 


+ 


22.067 


23.764 


+ 


+ 


4- 


25.462 
-h- 


21 


15.324 


16,856 


18J89 


19,921 


21,454 


22,986 


4- 


19.155 

-4— 


20 


13,835 
I 


15,219 

__l 


16,602 

I 


17.986 

__l 


19.369 

L_ 


20.753 

I 


17.294 

_l 


NOTES:     Range  Spread  =  50  percem 

Midpoint  Differential  =  10.76  percent 

The  range  minimum  represents  the  beginning  of  the  Tust  quintile,  and  the  subsequent 

dollar  amounts  rqxesem  the  beginning  of  each  quiniile. 
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SALARY  RANGES  FOR  "VH"  EMPLOYE 


mmmm^ 


Ptjr 
Grtdt 


Mtaunaai        20% 


40*/s 


«?% 


$0%       Mirinnngi 


Qaintfle 


Secoad 
Qointiie 


Third     j     Foorth 


Fifth    : 


45   $105,658   $116,223  $126,789   $137,355   $147,921   $158,486   $132,072 


44    93.042    102,347   111,651    120,955    130,259    139,564    116,303 


43    81,933    90,126    98,319    106,513    114,706    122,899    102,416 


42 


72,151    79,366    86,581    93,797    101,012    108,227    90,189 


+ 


+ 


41  63.536  69,890         76.243  82,597  88,950  95,304 


79,420 


40  55,950  61,545         67,140  72,736  78,331  83,926  69,938 


4- 


4- 


39 


49.270  54,197         59,124  64,052  68,979  73,906  61,588 


38 


43,387 


47,726    52,065 


56,403 


60,742 


65,081 


54,234 


H 1 \ H 1 1 h- 

38,207  42,028  45,849  49,669  53,490  57,311  47,759 


37 


H \ 1 \ \ 1 f- 

33,646  37,011  40,376  43,740  47,105  50,470  42,058 


36 


H— 

37,035 


35 


29,628 


32491  35454 


38416 


41,479 


44,442 


34  26,090  28,699  31,308  33,918  36,527  39,136  32,613 


33 


22,976 


25,274         27.571 


29.869 


32,166 


34,464 


28,720 


32 


21,811 


23,992         26,173 


28,355  30,536 


32,717 


27,264 


31 


20,705  22,775  24.846  26,916  28,987  31,057  25,881 


30          19,656          21,622         23.587          25,553          27,518           29,484           24,570 
I I 1 1 I I I 


NOTES;      Range  Spread  =  50  percent 

Midpoint  Differential  =  13.5  percent 

The  range  minimuni  represents  the  beginning  of  the  first  quintile,  and  die  subsequent  dollar 

amounts  represent  the  beginning  of  each  quintiie. 
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^^'' EMFgDYEES3M 


27        $29,438        $32^81       135,325        $38,269        $41,213        $44,156         $36,797 


+ 


+ 


26  26,576  29,234         31,891  34,549  37,206  39,864 

^ 1 1 \ \- 


33,220 


25    23,992    26,391    28.790    31.190    33,589    35,988 


29.990 


24    21,660    23,826    25.992    28,158    30,324    32,490     27,075 
1 1 \ 1 1 \ h- 


23 


19,554  21.510         23,465  25,421  27,376  29,332 


+ 


+ 


+ 


+ 


24,443 


22 


17.654     19.419    21.184    22.950     24.715     26,480     22,067 

^ 1 1 f- 


21 


15,937  17.530         19,124  20,718  22.312  23,905 


4- 


4- 


4- 


19,921 


20          14,389          15,828         17.267          18,705 
I I I I 


20,144           21,583            17,986 
I I I 


NOTES:     Range  Spread  =  50  perocnt 

Midpoint  Difliaeulial  =  10.76  peiceut 

The  range  minimmn  represents  the  beginning  of  the  first  quindle,  and  the  subsequent 

dollar  amounts  represent  the  beginning  of  each  quintile. 
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FCA  STAFFING 

Mr.  DuRBiN.  Mr.  Steele,  for  the  record,  please  provide  a  table 
showing  the  permanent  positions,  by  grade  and  staff  years,  for  field 
and  headquarters  activities  of  the  Farm  Credit  Administration  for 
fiscal  years  1992,  1993,  and  1994. 

Mr.  Steele.  I  will  be  able  to  provide  the  tables  of  the  FCA  Board 
approved  FTEs  for  fiscal  years  1992  and  1993.  However,  the  table 
for  FY  1994  is  unavailable  because  the  distribution  for  the  field  ex- 
amination staff  is  being  developed.  We  will  provide  this  informa- 
tion to  the  committee  as  soon  as  it  is  available. 

[The  information  follows:] 

The  FY  1993  staffing  chart  reflects  the  reduction  of  budgets  of  the  Office  of  Gen- 
eral Counsel  (OGC)  and  the  Office  of  Congressional  and  Public  Affairs  (OCPA)  from 
the  FY  1992  levels.  This  reduction  complies  with  congressionally  mandated  budget 
limitations.  To  accomplish  this,  10  positions  were  eUminated — 7  in  OGC  and  3  in 
OCPA.  In  OGC,  this  reduction  required  terminating  four  lawyers  and  one  paralegal 
position  through  a  reduction-in-force  and  transferring  two  non-attorney  positions 
out  of  the  office.  One  position  was  held  by  a  secretary,  who  has  since  retired,  and 
the  position  has  been  eliminated.  The  other  was  held  by  the  agency's  Federtd  Rois- 
ter Liaison  Officer,  who  supports  the  regulation  development  ftmction.  Both  individ- 
uals were  transferred,  along  with  their  functions,  to  the  Emulation  Development 
Division. 

In  OCPA,  the  staff  was  reduced  from  eight  positions  to  five.  One  vacant  position 
was  abolished  and  the  incumbent  in  another  position  was  terminated.  A  third  posi- 
tion in  OCPA,  the  agency's  Freedom  of  Information  Act  Officer,  was  transferred  to 
the  Office  of  Special  Supervision  and  Corporate  Affairs. 

The  transferred  positions  in  OGC  and  OCPA  are  critical  to  the  agency,  but  not 
the  offices  in  which  they  were  originally  located.  The  two  transfers  are  compatible 
with  the  agency's  reorganization.  As  these  actions  reflect,  the  affected  offices  have 
been  significant  cuts  in  staffing  to  comply  with  congressional  budget  limitations. 
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590 

Mr.  DuRBiN.  For  the  record,  please  provide  a  table  reflecting  the 
five  year  history  of  the  staffing  and  ftinding  levels  for  each  of  the 
organizations  of  FCA,  both  headquarters  and  field  offices.  Also  pro- 
vide estimates  for  fiscal  eyar  1994. 

Mr.  Steele.  The  requested  information  is  provided  for  the  record. 

[The  information  follows:] 
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FULL-TIME  EQUIVALENT  LEVELS 


Oigmizackml  Unit 

FY  1989 
ACTUAL 

FY  1990 
ACTUAL 

FY  1991 
ACTUAL 

FY  1992 
ACTUAL 

FY  1993 
Est 

FY  1994 
Est 

HEADQUARTERS: 

CEO  &  Board 

6.46 

7.19 

8.03 

11.06 

13.00 

13.00 

Oiief  Operatmg  Officer 

nA 

n/a 

n/a 

030 

4.00 

4.00 

CoagTcanoD*!  &  Public  ASnn 

6.16 

4.62 

6.67 

6.78 

5J0 

5.00 

Euminatiao  (HQ)  (Note  1) 

65.77 

78.79 

95.10 

59.15 

35.80 

35.80 

Pbuocul  Aiuiyni  (Note  2) 

48.10 

n/a 

n/a 

nA 

n/a 

n/a 

Geoenl  Counsel 

21.11 

19.85 

2425 

27J3 

20.80 

20.80 

ResooToa  Managemeot 

99  J4 

99.29 

106J6 

107.35 

107.00 

103.00 

Regolaioiy  Enf  onxmea 

13J7 

13.88 

15.05 

(No»e3) 

n/a 

n/a 

Inspector  Genenl 

6.60 

7.15 

5J0 

5.68 

7.00 

7.00 

Secoodaiy  Maikel  Ovenigit 

n/a 

n^ 

nAi 

0.13 

1.00 

1.00 

Spedai  Sopetvisioa  &.  Capontc  ASan 

n/a 

n/a 

ah 

14.61 

26.00 

26.00 

Sutxotal  Headqnaiten 

267.11 

23a77 

26a76 

23Z39 

219.80 

215.60 

Field  P^  ■twm»ri/i>» 

298.21 

301.88 

253.96 

25417 

244.20 

237.20 

Per  Execmivo  Order  12839  (Nae  4) 

(5.00) 

(Note  5) 

TOTAL.  HEADQUARTERS  AND  FIELD 

565.32 

53165 

514.72 

486.56 

459.00 

452.80 

Note  1. 
Note  2. 

Note  3. 


For  yean  ptior  to  FY  1992  the  Fimiinatioo  (HQ)  FTEs  indodci  the  McLean  field  examinstioa  and  Regiooal  Offices. 

Doting  FY  1990,  liie  Office  cf  Hnandal  Analysis  (OFA)  was  cantained  with  die  Office  of  Ezaminatiai.  The  FTE  levels 
at  the  OFA  an  indDded  in  the  Office  of  Examination  (HQ). 


The  Office  of  Special  Sopervisiaa  and  Ovponte  Afiaiis  (OSSCA)  was  crated  as  pan  of  the  impkmenution  of  the  Riso 
Dempsey  management  study.  Indnded  in  OSSCA's  FTEs  is  11.14  FTEs  for  (be  fooner  Office  of  ReguUtoty 

1*^  If  I  wnwnw|t- 


Note  4. 


Note  5. 


Per  ExecmrvB  Oder  12839.  Itedocboa  of  100.000  Federal  Podtions".  dated  February  10, 1993,  the  PCA  was  requested  to 
lednoe  iu  fiill-timB  eqnvaknt  (FTE)  levels  by  S.OO  FTEs  by  die  end  of  FY  1993. 

The  effects  of  Execolive  Older  12839.  "Reduction  of  100,000  Fedend  Podaoos'.  dated  February  10,  1993  have  been 
indnded  in  the  iodividnal  Office  FTEs. 


n/a  =  not  appbcable 
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FUNDING  LEVELS  Cu>  ibo<ua<b) 


OnmizMiooki  Unil 

FY  1989 
ACTUAL 

FY  1990 
ACTUAL 

FY  1991 
ACTUAL 

FY  1992 
ACTUAL 

FY  1993 
Est 

FY  1994 
Est 

HeadqDUten: 

CEOABoMd 

591 

850 

734 

1.281 

1.485 

1473 

Oiief  Openling  Officer 

0 

oA 

n/» 

50 

530 

554 

Coagreniaul  A  Pobbc  Affain 

375 

291 

500 

594 

491 

532 

Examinatian  (HQ)  (Note  1) 

5.477 

5.691 

6.116 

5.269 

3541 

3587 

FouuKul  Aiulyiis  (Note  2) 

2,495 

n/a 

n/a 

n/a 

n/a 

n/a 

Gtnenl  Ccouel 

1.118 

1.337 

1.853 

2368 

2,000 

2.144 

Resouicet  Mjuugeoie&t 

9563 

8.948 

9556 

9.829 

10.183 

10.610 

Regnktofy  Eoforcement 

976 

1.104 

U75 

0 

n/k 

n^ 

Inspector  General 

511 

625 

700 

543 

692 

892 

Seoooduy  Madcel  Ovenight 

n/a 

n/a 

n/a 

246 

300 

326 

Special  Supervision  &  Corporate  Afiain 

n/a 

n/a 

o/a 

1.441 

2.635 

2550 

Less:  Intengeacy  Obligations  (Note  3) 

(118) 

Snblolal  Headquaiten 

21.506 

18.846 

21,234 

21,503 

22.257 

23,568 

Held   Examiziation 

14,403 

17.848 

17.305 

17.584 

17.651 

18.115 

Prior  year  De-obUgaticos  (Note  4) 

(1.681) 

(601) 

(1.035) 

(1.083) 

0 

0 

TOTAU  HEADQUARTERS  AND  FIELD 

34.Z28 

36.093 

37.504 

38.004 

39508 

41.683 

Note  1.  For  jrean  prior  to  FY  1992  the  Pnminirion  (HQ)  inclnded  Ajnding  for  die  McLean  field  -"■"'""'"■  and  Regional  OtBce 

Note  2.  Ouittg  FY  1990  the  OflSce  of  Flnaoclal  Analysii  (OFA)  was  combined  wiiti  the  OtBce  of  ft.mhmti..    -nie  finting  leveb  of  the  OFA 

for  FY  1990  an  inctaded  in  Che  Office  of  "'■■"'""*"■ 

Note  }.  Inlengency  obligatioas  lefnsenls  obligaiioas  of  the  OtBce  of  Secondary  Madut  Oveniglil  Uk  services  of  olber  PCA  OfDoes. 

Noto  4.  Prior  year  de-obligations  repctsenn  unused  obtigations  from  prior  yean. 


n/as  not  applicable 
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FARM  CREDIT  BANKS  AND  ASSCKJIATIONS  SAFETY  AND  SOUNDNESS  ACT 

OF  1992 

Mr.  DuRBiN.  Near  the  end  of  the  last  congressional  session,  Con- 
gress made  several  legislative  changes  to  the  Farm  Credit  Adminis- 
tration authorities.  For  the  record  please  provide  us  with  a  brief  synop- 
sis of  each  of  those  changes. 

Mr.  Steele.  I  will  provide  for  the  record,  a  brief  summary  of  the 
major  provisions  of  the  Farm  Credit  Banks  and  Associations  Safety 
and  Soundness  Act  of  1992  that  we  believe  changed  FCA's  authori- 
ties. 

[The  information  follows:] 

Jackson/Texas — ^Provides  for  the  Federal  Intermediate  Credit  Bank  of  Jackson 
(FICBJ)  to  merge  with  a  Farm  Credit  Bank  (FCB)  under  section  7.12  of  the  Farm 
Credit  Act  of  1971,  as  amended  (Act)  by  June  30,  1992.  However,  FCA  can  grant  an 
extension  until  Odtober  31,  1993,  if  a  letter  of  intent  to  merge  is  signed  by  both  the 
FICBJ  and  the  other  FCB  by  June  30,  1993.  Should  the  FICBJ  not  be  able  to  merge 
within  this  timeframe,  an  arbitrated  merger  would  be  required  with  the  FCB  of 
Texas.  FCA  would  be  required  to  certify  that  the  resulting  organization  would  be 
able  to  operate  in  compliance  with  existing  law  and  regulation.  The  eirbitrated 
merger  would  be  accomplished  within  165  daj^  of  the  FCA's  issuance  of  an  order  to 
merge.  Under  the  arbitration  method,  the  association  stockholders  in  the  three- 
State  area  of  Louisiana,  Mississippi,  and  Alabama  will  also  vote  to  declare  their 
preference  for  retaining  the  current  association  structure  or  becoming  Agricultural 
Credit  Associations  (ACAs).  Authorizes  FCA  to  require  a  merger  with  another  Farm 
Credit  Bank  at  any  time  prior  to  completion  of  the  n^otiated  merger  or  the  arbi- 
trated merger  of  FICBJ  is  operating  in  an  unsafe  or  unsound  condition. 

The  Farm  Credit  System  Insurance  Corporation  (FCSIC)  is  required  to  provide  fi- 
nancial assistance  to  facilitate  the  arbitrated  merger  or  a  safety  and  soundness 
merger  on  terms  and  conditions  FCSIC  deems  appropriate. 

Capital — Makes  permanent  the  transitional  provision  of  existing  FCA  regulations 
allowing  banks  and  their  tiffiliated  associations  to  make  etgreements  to  allocate  the 
associations'  investment  in  the  bank  between  the  bank  and  association  for  the  pur- 
pose of  determining  regulatory  capital  levels.  Funds  invested  in  the  bank  by  the  as- 
sociation may  be  counted  as  capital  only  once — either  as  the  capital  of  an  associa- 
tion or  as  capital  of  the  bajik.  Authorizes  FCA  to  count  instruments  other  than  the 
statutorily  defined  "permanent  capital"  as  regulatory  capital.  Restricts  FCA's  abili- 
ty to  determine  where  the  association's  investment  in  the  bank  will  be  counted  for 
regulatory  capital  purposes. 

FAC  Debt — Requires  FCA  to  count  annual  assessments  paid  by  banks  to  the  FCA 
as  capital  for  purposes  of  determining  their  compliance  with  regulatory  capital  re- 
quirements. However,  the  amount  that  may  be  counted  as  capital  is  reduced  to  60 
percent  in  the  11th  year,  30  percent  in  the  12th  year,  and  0  percent  thereafter.  FCA 
is  no  longer  required  to  determine  when  repayment  of  Treasury-paid  interest  will 
begin  and  the  timing  and  level  of  required  payments. 

Director  Compensation — ^Increases  the  existing  annual  cap  on  compensation  for 
bank  directors  from  $15,000  to  $20,000  with  an  annual  adjustment  tied  to  inflation 
and  requires  the  FCA  to  write  new  regulations  for  any  extraordinary  circvmistances 
(mergers,  etc.)  where  this  cap  may  be  exceeded. 

FCSIC  Organization  Structure— Provides  for  the  establishment  of  a  FCSIC  Board 
that  is  independent  from  the  FCA  Board  effective  January  1,  1996. 

FCA  Operating  Expenses — Modifies  the  current  provision  that  exempts  FCA  ex- 
penditures from  the  requirements  of  the  Gramm-Rudman  Act  by  providing  that  the 
exemption  only  applies  to  the  sequestration  provisions  of  that  law. 

Qualifications  for  the  FCA  Board — Establishes  certain  minimum  standards  for 
FCA  Board  Members,  including  knowledge  or  experience  in  agricultural  economics 
and  financial  reporting  or  possession  of  a  strong  financial,  l^al,  or  r^ulatory  back- 
ground. 

Examinations — Continues  to  require  FCA  to  conduct  at  least  an  annutd  examina- 
tion of  each  direct  lender  institution  and  at  least  an  exam  every  3  years  for  FLBAs, 
but  gives  FCA  flexibility  in  determining  the  scope  of  those  examinations. 

Financial  Disclosure — Requires  FCA  to  study  its  current  financial  disclosure  and 
conflict-of-interest  regulations  and  make  those  changes  deemed  necessary  to  ensure 
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complete  and  full  disclosure  by  the  directors,  officers,  and  employees  of  all  System 
institutions. 

Competitive  Charters — Restricts  FCA's  ability  to  grant  competitive  charters  in 
territories  of  associations  that  have  reaffiliated  with  another  Farm  Credit  Bank  and 
in  the  former  Jackson  District  by  requiring  stockholder  approval  of  all  affected  in- 
stitutions. 

LITIGATION  EXPENSES  AND  ISSUES 

Mr.  DuRBiN.  How  much  money  has  the  Farm  Credit  Administra- 
tion spent  on  litigation  in  each  of  the  past  three  years? 

Mr.  Steele.  An  estimate  of  the  percentage  of  time  spent  on  liti- 
gation applied  to  the  salary  benefits  for  employees  in  the  Litigation 
and  Enforcement  Division  of  FCA  are  fiscal  year  1990  $215,000; 
fiscal  year  1991  $245,000,  and  fiscal  year  1992  $170,000. 

Mr.  DuRBiN.  We  see  in  your  opening  statement  that  you  have 
settled  the  lawsuit  related  to  mineral  rights  with  the  Jackson  re- 
ceivership. Now  that  it  is  completed,  what  safety  and  soundness 
concerns  did  the  Farm  Credit  Administration  have  that  would  re- 
quire the  disposal  of  mineral  rights  by  System  institutions?  For  the 
record,  would  you  please  provide  any  copies  of  documentation  for 
this  decision? 

Mr.  Steele.  Issues  of  safety  and  soundness  are  always  of  central 
concern  to  a  bank  regulatory  agency.  Mineral  rights  are  generally 
viewed  as  an  investment  having  significant  risk,  mainly  because  of 
their  volatile  value.  The  purchase  of  mineral  rights  by  a  Farm 
Credit  System  institution  was  not  generally  deemed  to  be  permissi- 
ble in  1987;  then,  as  now,  mineral  rights  were  not  an  eligible  in- 
vestment for  a  Farm  Credit  institution.  Nonetheless,  some  banks, 
including  the  FLB  of  Jackson,  held  mineral  rights  acquired 
through  foreclosure  actions.  Mineral  rights  acquired  in  this  fashion 
were  not  viewed  as  investments.  The  FLB  of  Jackson  proposed  to 
sell  its  mineral  rights  to  strengthen  its  financial  position,  and  the 
FCA  Board  then  had  to  determine  whether  the  rights  could  only  be 
sold  to  a  buyer  outside  of  the  Farm  Credit  System.  Viewed  as  an 
investment,  FCA  did  not  permit  their  purchase  by  a  System  insti- 
tution. The  Board  decided,  however,  that  the  purchase  of  the  min- 
eral rights  by  System  institutions  would  be  permitted  provided  that 
the  purchase  was  not  for  investment  purposes  as  such,  but  solely 
for  the  purpose  of  providing  financial  assistance  to  the  selling  insti- 
tution. The  policy  that  the  Board  adopted  on  September  27,  1987, 
allowed  the  purchasing  institution  to  hold  the  minerals  for  up  to  5 
years,  with  a  provision  for  a  5-year  extension  if  an  earlier  disposal 
would  be  detrimental  to  the  purchasing  institution.  The  divestiture 
requirement  appears  to  have  been  based  on  the  Board's  view  that 
it  was  appropriate  to  limit  the  permissible  holding  period,  in  view 
of  the  fact  that  mineral  rights  were  not  an  eligible  investment  for 
a  System  institution.  I  will  provide,  for  the  record,  a  copy  of  the 
portion  of  the  minutes  of  the  September  27,  1987  Board  meeting 
applicable  to  the  mineral  rights  and  a  copy  of  the  OAS  Financial 
directive  No.  2,  which  informed  Farm  Credit  System  institutions  of 
the  mineral  rights  policy. 

[The  information  follows:] 


595 


Sale  of  FLB  Mineral  Rights 

Mr.  Hal  Schuler,  Deputy  Director,  Office  of  Analysis  and  Supervision, 
reported  that  the  St.  Paul  and  Jackson  Federal  Land  Banks  have  recently 
submitted  proposals  to  the  FCA  which  would  allow  them  to  sell  their  mineral 
rights  to  the  Federal  Intermediate  Credit  Bank  (FICB)  within  the  district. 
The  Office  of  General  Counsel  has  determined  that  the  FICB's  purchase  of 
mineral  rights  is  not  permitted  by  law  and  the  Board  has  disapproved  the 
St.  Paul  FLB's  request  on  that  basis.  The  Jackson  FLB  currently  is  asking 
the  agency  to  consider  its  proposal  in  light  of  its  deteriorating  financial 
condition. 

Mr.  Schuler  reported  that  Mr.  Toft,  President  of  the  Farm  Credit  Banks  of 
Jackson,  met  with  him  and  William  Dunn  last  Wednesday  to  explain  the 
options  the  Jackson  Board  had  considered  in  selling  its  mineral  rights. 

1.  Jackson  prefers  keeping  the  mineral  rights  in  the  System. 

2.  A  sale  to  the  Capital  Corporation  is  preferred  but  negotiations  have 
been  'hot  and  cold**  so  Jackson  is  abandoning  that  idea. 

3.  The  preference  now  is  to  sell  the  mineral  rights  to  the  FICB. 
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Mr.  Toft  said  he  was  aware  Che  agency  considered  Che  sale  of  mineral  rlghcs 
Co  Che  FICB  an  ineligible  invescmenc  buC  given  Che  FLB's  financial 
condlclon  and  Che  face  Che  sale  would  be  only  cemporary  pending  sale  Co 
landholders  Che  agency  should  make  an  exception.  Mr.  Schuler  and  Mr.  Dunn 
asked  Mr.  Toft  to  put  the  request  in  writing  and  Mr.  Toft  agreed  to  also 
recontact  the  Capital  Corporation  to  see  if  they  were  sdll  interested. 

Mr.  Schuler  reported  that  Mr.  Toft  did  submit  a  new  written  request  but  the 
letter  was  unclear  in  some  respects. 

Mr.  Naylor  questioned  the  status  of  negotiations  between  the  Jackson  FLB 
and  the  Capital  Corporation.  Both  Mr.  Naylor  and  Mr.  Billlngton  said  that 
they  have  talked  to  Hugh  Macklln,  Chief  Executive  Officer  of  the  Capital 
Corporation,  and  they  understood  the  Capital  Corporation  was  very 
interested  in  purchasing  the  mineral  rights. 

Mr.  Schuler  discussed  several  options  for  the  sale  of  Jackson's  mineral 
rights: 

1.  First,  the  FCA  Board  could  adopt  the  position  taken  In  disapproving 
the  St.  Paul  District's  request  and  indicate  that  while  FLBs  may  sell 
mineral  rights,  other  System  entities  do  not  have  the  authority  to 
purchase  them. 

2.  Secondly,  the  Board  could  adopt  a  broader  interpretation  of  the  Act  or 
grant  an  exception  to  current  FCA  Investment  regulations  which  would 
give  the  System  time  to  arrange  an  orderly  disposal  of  these  assets  at 
pocentially  higher  sale  prices. 

3.  Alternatively,  the  FCA  Board  could  allow  other  System  banks  to 
purchase  FLB  mineral  rights  by  viewing  the  transaction  as  a  form  of 
interbank  financial  assistance.  This  approach  could  be  accomplished 
through  the  Capital  Corporation  which  has  specific  statutory  authority 
to  purchase  bank  acquired  property. 

Mr.  Schuler  said  that  a  Capital  Corporation  sale  would  avoid  the  agency 
having  to  make  an  exception  to  its  investment  regulation.  One  drawback, 
however,  is  that  the  Capital  Corporation  Assistance  Agreement  with  Jackson 
gives  the  Capital  Corporation  the  rights  to  any  earnings  on  mineral  rights 
in  the  event  of  a  default  on  the  Agreement.  Mr.  Peoples  said  that  OGC  was 
still  reviewing  this  provision  in  the  Assistance  Agreement. 

Mr.  Billlngton  said  that  he  believed  Jackson  was  already  in  violation  of 
the  regulation  the  Board  had  just  passed  concerning  the  retirement  of  stock 
because  the  Bank  has  depleted  its  net  worth.  Mr.  Schuler  said  the  last 
projection  we  had  from  the  System  said  that  Jackson  would  be  out  of  net 
worth  at  the  end  of  September.  Mr.  Billlngton  asked  why  the  agency  could 
not  allow  the  Jackson  Land  Bank  to  sell  its  mineral  rights  to  the  FICB  so 
they  don't  have  to  deal  with  all  the  individual  landholders. 
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Mr.  Peoples  In  response  to  a  question  from  Mr.  Bllllngton  as  to  the 
legality  of  the  FLB  selling  the  mineral  rights  to  the  FICB  said  the  Board 
can  consider  the  transaction  in  terms  of  a  sale  to  the  FICB  and  BC  as  a 
matter  of  a  total  financial  assistance  package.  Mr.  Peoples  said  this 
would  probably  be  open  to  legal  challenge  and  that  the  strongest  legal 
position  would  be  to  have  the  Capital  Corporation  buy  the  mineral  rights. 
Mr.  Peoples  said  the  Capital  Corporation  has  authority  to  purchase  acquired 
properties  and  can  require  that  as  a  condition  of  financial  assistance. 
The  transfer  of  the  mineral  rights  to  the  Capital  Corporation  could  be 
effected  on  the  basis  of  a  contract  with  payment  from  a  note  from  the 
Capital  Corporation  secured  by  the  mineral  rights  themselves. 

Mr.  Bllllngton  asked  staff  what  the  advantage  was  of  transferring  the 
mineral  rights  to  the  FICB.  Mr.  Peoples  explained  that  the  Farm  Credit  Act 
allows  FLBs  to  acquire  mineral  rights  as  necessary  to  its  primary  lending 
function.  The  Jackson  FLB  has  acquired  the  mineral  rights  through 
foreclosure  or  other  disposition  of  loans.  Mr.  Peoples  pointed  out  that 
the  purchase  of  mineral  rights,  however,  is  not  necessary  or  convenient  to 
the  business  of  either  the  FLB  or  the  FICB.  Additionally,  the  investment 
in  the  mineral  rights  is  not  an  appropriate  investment  under  FCA 
regulations.  tfr.  Bllllngton  asked  trhether  a  sale  of  the  mineral  rights  to 
the  Capital  Corporation  or  a  sale  to  the  FICB  would  be  the  most  litigious. 
Mr.  Peoples  said  there  was  the  potential  for  a  lawsuit  in  either  situation 
but  the  strongest  case  would  be  to  allow  the  Capital  Corporation  to 
purchase  the  mineral  rights  because  it  has  the  express  statutory  authority 
to  purchase  acquired  properties.  Mr.  Bllllngton  expressed  concern  that 
other  System  banks  would  object  to  a  sale  to  the  Capital  Corporation  but 
that  no  one  other  than  FCA  is  concerned  about  a  sale  to  the  FICB.  Mr. 
Peoples  said  that  any  party  that  has  an  interest  in  purchasing  the  mineral 
rights  could  potenclally  sue  either  party. 

Mr.  Bllllngton  expressed  concern  about  a  sale  to  the  Capital  Corporation 
because  the  pending  legislation  may  eliminate  it  and  it  is  going  to  use 
Jaciison's  money  to  purchase  the  mineral  rights.  A  sale  to  the  FICB  would 
be  a  clean  transaction,  said  Mr.  Bllllngton. 

Mr.  Peoples  said  that  if  the  Capital  Corporation  is  eliminated  by 
legislation,  the  successor  to  the  assets  of  the  Capital  Corporation  «fould 
own  Che  mineral  rights. 

Mr.  Bllllngton  said  the  real  objective  In  this  matter  is  to  elevate  in 
asset  that  Jackson  has  on  its  books  from  $1.00  to  $27.5  million  in  order  to 
cure  its  capital  problem.  Mr.  Bllllngton  said  the  mineral  rights  should  be 
sold  to  the  FICB  and  left  In  the  bank  because  they  have  a  staff  of  people 
who  can  manage  the  mineral  rights  and  the  Capital  Corporation  has  no 
expertise  in  this  area.  Staff  told  Mr.  Bllllngton  they  understood  the 
Capital  Corporation  would  contract  with  the  Jackson  Land  Bank  to  manage  the 
mineral  rights. 

Mr.  Naylor  said  he  did  not  believe  anyone  in  the  System  would  sue  no  matter 
«fho  purchases  the  mineral  rights  but  that  an  outside  buyer  might  sue.  Mr. 
Naylor  said  he  was  troubled  by  setting  a  precedent  of  allowing  FICBs  to 
purchase  mineral  rights  and  feared  that  other  banks  «iould  follow. 
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Mr.  Duncan  said  that  currently  the  FLBs  and  FICBb  do  not  have  the  authority 
to  hold  mineral  as  Investments  and  sale  of  the  assets  from  one  Institution 
to  another  clearly  raises  a  question  of  eligibility  of  the  Investment. 

Mr.  Peoples  said  FLBs  may  hold  mineral  rights  as  acquired  properties  not  as 
Investments. 

Mr.  Duncan  asked  if  institutions  could  hold  on  to  acquired  properties  for 
indefinite  periods  of  time.  Mr.  Peoples  responded  there  were  no 
regulations  on  this  issue.  Mr.  Peoples,  responding  to  questions  from  Mr. 
Duncan  and  Mr.  Bllllngton  concerning  the  passing  of  title  of  the  mineral 
rights,  said  that  the  title  must  clearly  pass  in  order  for  the  value  at 
which  the  assets  are  carried  on  the  books  to  be  raised. 

Mr.  Schuler  said  that  staff  wanted  as  a  condition  to  any  sale  of  the 
mineral  rights  to  another  System  institution  the  requirement  that  the 
mineral  rights  be  divested  within  a  specified  time  period.  Mr.  Duncan 
agreed  with  this  condition. 

Mr.  Bllllngton  expressed  concern  about  the  costs  of  an  appraisal  if  the 
Capital  Corporation  purchased  the  mineral  rights.  Mr.  Schuler  pointed  out 
that  an  appraisal  was  recently  conducted.  Mr.  Bllllngton  said  the  Capital 
Corporation  was  not  fully  satisfied  with  the  appraisal  and  an  appraisal 
would  probably  cost  $250,000.  Mr.  Bllllngton  said  the  cost  of  an  appraisal 
could  be  avoided  with  a  sale  to  the  FICB  through  the  financial  assistance 
package  because  the  Board  of  Directors  are  the  same. 

Mr.  Duncan  clarified  that  If  the  mineral  rights  were  sold  to  the  Capital 
Corporation  rather  than  the  FICB,  the  Jackson  District  would  Improve  its 
collateral  position  by  $27.5  million. 

Mr.  Duncan  asked  whether  a  sale  to  the  Capital  Corportlon  could  be 
encumbered  by  a  provision  that  landholders  have  the  right  of  refusal  on 
purchase  and  nonbased  mineral  rights  would  go  back  to  the  landholder.  Mr. 
Peoples  said  this  was  a  complex  issue  but  believed  the  right  of  first 
refusal  to  landholders  by  either  the  FICB  or  Capital  Corporation  was  a 
contractual  matter  and  one  the  agency  did  not  need  to  be  involved  in. 

Mr.  Bllllngton  asked  If  Che  FCA  could  require  a  specific  length  of  time 
under  a  financial  assistance  package  for  divestment  of  the  mineral  rights. 

Mr.  Naylor  said  there  were  two  separate  issues  for  the  Board  to 
consider:  whether  the  Board  could  permit  the  FICB  to  purchase  mineral 
rights  under  a  financial  assistance  agreement  and  whether  the  agency  should 
set  any  standards  or  conditions  for  subsequent  disposal  of  mineral  rights 
which  could  include  a  requirement  that  the  current  surface  owner  be  given 
f irst-right-of-ref usal . 
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Mr.  Blllington  said  he  did  noc  believe  Che  agency  had  auchorlcy  to  give 
f Irsc-rlghc-of-refusal  to  current  surface  owners.  Mr.  Peoples  said  It  vas 
possible  the  agency  could  give  f Irst-rlght-of-refusal  right  to  surface 
owners  but  It  would  Involve  giving  first  refusal  rights  to  property  owners 
that  currently  do  not  have  any. 

Mr.  Duncan  said  that  once  the  agency  permits  the  transfer  of  mineral  rights 
to  another  institution  and  chose  mineral  rights  Cake  on  a  fair  markec 
value,  we  have  made  currenc  the  quesdon  of  whecher  Chose  rlghcs  can  be 
held  as  an  InvescmenC  by  an  insciCudon.  Mr.  Peoples  said  chat  If  Che 
Board  approves  a  financial  assistance  package  it  can  puC  Cerms  in  ic  Co 
address  any  regulaCory  problems. 

Mr.  BlllingCon  said  Chac  If  Che  Board  would  agree  Co  cerclfy  Che  financial 
condlclon  of  Che  SysCem  under  Che  1985  AcC,  Chen  he  would  have  no  problem 
allowing  Che  CaplCal  Corporacion  Co  purchase  Jackson's  mineral  rlghCs.  Mr. 
BlllingCon  said  he  believed  Ic  would  be  a  less  cenuous  exercise  Co  lee  Che 
FICB  purchase  the  mineral  rights  under  a  financial  assistance  package 
because  Jackson  has  people  with  the  experience  to  properly  manage  the 
mineral  rights.  Mr.  Blllington  said  the  same  people  who  have  been  managing 
the  minerals  should  continue  because  they  know  the  production  history  on 
all  wells  and  all  the  companies  involved  and  they  could  dispose  of  the 
minerals  at  a  greater  return  than  anyone  else  Including  the  Capital  Corporation. 

Mr.  Naylor  said  It  was  his  understanding  that  the  Capital  Corporation 
Intends  to  use  existing  management  of  the  mineral  rights  and  he  did  not  see 
any  problem  with  Che  management  of  Che  mineral  rights  either  in  the  FICB  or 
Capital  Corporation.  Whether  the  mineral  rights  are  transferred  to  the 
FICB  or  the  Capital  Corporation  you  set  into  motion  the  conditions  that  if 
they  revert  back  at  any  clme  Co  che  original  holder,  you  come  back  Co  Che 
quesdon  of  disposal.  Mr.  Schuler  said  Chac  scaff  recommends  disposal  be 
required  in  a  cercaln  period  of  Clme.  The  Nacional  Bank  AcC  requires 
disposal  in  5  years  for  acquired  propercles  (10  years  under  cerCain 
condiclons)  and  staff  recommends  5  years,  said  Mr.  Schuler. 

Mr.  Schuler  said  that  the  effect  on  the  Jackson  District's  collaceral 
posicion  was  Imporcanc  and  if  you  singled  ouc  Chac  issue,  Che  CaplCal 
Corporacion  would  be  Che  preferred  purchaser. 

Mr.  Schuler  said  Chac  che  Board  could  approve  boch  alcernaclves  buc 
condlclon  ic  on  Che  requlremenc  ChaC  Jackson  Cake  Che  one  Chac  generates 
Che  mosc  Income.   Mr.  BlllingCon  said  he  was  in  favor  of  ChaC  approach. 

Mr.  Duncan  polnCed  out  that  legal  counsel  has  indicated  there  are  less 
legal  problems  associated  with  a  sale  to  the  Capital  Corporation.  Mr. 
Blllington  said  he  did  not  believe  that  was  %rtiat  Mr.  Peoples  had  said.  Mr. 
Peoples  said  that  a  sale  to  the  Capital  Corporation  was  on  stronger 
statutory  grounds  based  on  express  statutory  authority. 
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Mr.  Peoples  said  Chat  there  was  Congressional  concern  that  the  Capital 
Corporation  not  expend  monies.  This  transaction,  however,  would  not 
involve  the  expenditure  of  monies  since  it  is  only  a  paper  transaction. 

Mr.  Powers  reminded  the  Board  there  was  still  an  offer  pending  from  an 
outside  party.   Staff  is  unaware  of  the  specifics  of  that  offer. 

Mr.  Schuler  said  the  Board  needed  to  also  consider  whether  $27.5  million  in 
collateral  is  enough  to  Improve  the  Jackson  District's  collateral  position. 
A  cash  transaction  of  $30  million  or  less  to  the  Jackson  FLB  will  probably 
not  get  it  through  December  31.  Mr.  Powers  added  that  if  the  mineral 
rights  were  sold  to  the  FICB,  you  would  not  enhance  the  FLB's  collateral 
position.  Mr.  Billington  added  you  would  hurt  the  collateral  position  of 
FLB  or  shift  it  but  if  you  sell  the  mineral  rights  outside,  you  help  the 
collateral  position  of  the  Federal  Land  Bank  of  Jackson.  Mr.  Duncan  added 
that  an  outside  sale  would  also  improve  the  Jackson  District's  collateral 
position.  Mr.  Billington  said  you  did  not  need  to  help  the  collateral 
position  of  Che  District  because  it  was  not  in  financial  stress.  Ms.  Dewey 
said  the  collateral  position  of  the  District  was  important  in  terms  of  the 
collateral  sharing  agreement. 

Mr.  Naylor  said  chat  as  long  as  the  1985  Act  was  still  in  place,  he  was  not 
Inclined  to  make  an  exception  and  allow  the  FICB  to  purchase  the  mineral 
rights.  Mr.  Duncan  agreed  and  said  that  he  favored  improving  the 
collateral  base  of  the  Jackson  DlstricC  by  a  sale  to  an  ouCside  endCy. 

Mr.  Duncan  said  he  also  favored  a  sale  Co  Che  CapiCal  Corporation  in  light 
of  Counsel's  assertion  that  such  a  sale  would  be  on  stronger  legal  grounds. 

Mr.  Powers  noced  chac  a  sale  Co  Che  CapiCal  Corporacion  would  require  a 
waiver  of  Che  legal  lending  limits  for  Jackson.  Mr.  Schuler  asked  if  the 
CapiCal  Corporacion  could  go  Co  markec  Co  finance  Che  purchase.  Mr. 
Billingcon  said  ChaC  would  require  approval  from  all  37  banks. 

Mr.  Billingcon  said  chac  a  sale  Co  Che  CapiCal  Corporacion  would  involve 
anocher  Board  of  Direccors  and  new  accorneys  noc  familiar  wich  Che  Jackson 
mineral  rlghcs  and  chey  should  be  lefc  in  Jackson  under  Che  direccion  of 
Chac  Board.  Mr.  Billingcon  said  Che  only  opcion  was  Co  sell  Che  mineral 
righcs  Co  Che  FICB  chrough  a  financial  assiscance  agreemenc. 

Mr.  Powers  said  Chac  given  che  financial  situation  in  the  System,  there  are 
institutions  that  need  immediate  financial  assistance.  Because  of  that 
immediate  need,  the  FCA  is  willing  to  allow  the  sale  of  mineral  rights  to 
another  sister  bank  for  a  period  of  time  of  5  years  for  the  purpose  of 
providing  financial  assistance.   The  other  alternative  is  for  the  FCA  Board 
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Co  allow  a  bonaflde  sale  to  Che  Caplcal  Corporation  which  must  also  dispose 
of  Che  mineral  rlghcs  wichin  a  five-year  period.  Mr.  Powers  recommended 
ChaC  lending  limics  not  be  waived  and  require  the  Capital  Corporation  Co 
finance  ic.  Mr.  Powers  said  this  would  make  it  more  of  an  arms-length 
transaction  and  Che  agency  would  noC  have  Co  waive  Che  legal  lending  limiC 
in  Jackson. 

Mr.  Duncan  asked  about  arras-length  transactions  and  if  one  Board  of 
Directors  decides  to  sell  assets  it  controls  in  one  bank  to  another  bank 
over  which  it  also  has  full  control,  is  this  a  true  arms-length 
transaction.  Mr.  Billington  responded  that  Congress  allows  the  Boards  to 
do  that  and  it  has  stood  the  test  of  time.  Mr.  Duncan  pointed  out  that  if 
it  had  stood  the  test  of  time,  the  Board  would  not  be  in  this  discussion. 

Mr.  Schuler  said  that  in  the  September  4,  1987  request  from  Jackson  for 
sale  of  the  mineral  rights  to  the  FICB,  it  stated: 

"Our  Board  of  Directors  has  given  approval  to  market  the  Jackson 
FLB's  mineral  assets  as  a  method  of  increasing  the  FLB's  capital 
and  collateral  position.  The  marketing  effort  has  been  widely 
diversified  to  include  potential  purchasers  from  wichin  and 
outside  the  Farm  Credit  System.  We  have  made  direct  contact  with 
potential  buyers  and  using  a  consultant  to  locate  and  screen 
interested  parties." 

Mr.  Schuler  said  chac  he  understood  the  marketing  effort  was  limited  to 
askiag  Price  Waterhouse  to  assess  if  there  was  any  interest  in  the  mineral 
rights  in  its  clients.  Mr.  Schuler  said  that  Jackson  has  shown  no  interest 
in  seeking  out  the  best  price. 

Mr.  Duncan  said  that  if  we  allow  a  sale  to  the  FICB  the  agency  must  make  an 
exception  to  its  regulations  and  we  will  set  a  precedent  for  other  FICBs. 
Secondly,  if  we  do  not  make  that  exception  the  Capital  Corporation  is  the 
only  acceptable  bidder  in  the  System  but  that  would  require  waiving  a 
lending  limit  constraint. 

Mr.  Powers  said  he  thought  the  best  position  for  Che  agency  would  be  to 
require  Jackson  to  get  Che  besc  recurn  for  Che  DisCricC.  Mr.  Billingcon 
asked  Mr.  Peoples  whac  the  legal  implication  would  be  of  the  action  Mr. 
Powers  just  described.  Mr.  Peoples  responded  that  he  knew  of  no  problems 
in  requiring  Jackson  to  sell  to  the  highest  bidder. 

Mr.  Billington  moved  to  require  Jackson  to  sell  its  mineral  rights  to  the 
highest  bidder  and  that  the  agency  would  allow  a  sale  to  Capital 
Corporation,  the  FICB  or  another  System  institution. 

Mr.  Duncan  asked  Mr.  Billington  if  he  would  agree  to  add  to  his  motion  a 
requirement  that  the  Jackson  FLB  sell  to  the  party  that  could  provide  the 
greacesc  improvemenc  in  Che  DisCricC's  collaCeral  posiclon.  Mr.  Billingcon 
said  chis  was  a  separaCe  issue  and  he  declined  Co  add  iC  Co  his  motion. 
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Mr.  Naylor  asked  Mr.  Billington  if  he  was  Including  In  his  mocion  the 
staff's  recommendation  that  the  purchaser  (If  a  System  entity)  dispose  of 
the  mineral  rights  In  five  years.  Mr.  Schuler  noted  that  If  we  required 
divestment  In  five  years  it  might  lower  the  bids  from  System  Institutions 
other  than  the  Jackson  FICB  and  the  Capital  Corporation. 

Mr.  Duncan  asked  about  the  Importance  of  the  collateral  issue  in  Jackson. 
Mr.  Powers  said  that  the  Jackson  District  currently  has  $116  million  of 
excess  collateral  and  a  sale  to  the  FICB  %rill  not  enhance  the  District's 
collateral  position.  Mr.  Billington  said  that  the  excess  collateral  would, 
according  to  his  figures,  allow  Jackson  to  go  to  the  market  until  next  May. 
Mr.  Schuler  said  that  according  to  the  Jackson  FLB's  projections,  the  Land 
Bank  is  forecast  to  have  a  collateral  deficit  of  $38  million  at  the  end  of 
December  which  is  a  $7  million  larger  deficit  than  it  has  in  capital. 

Mr.  Duncan  said  that  the  difference  in  his  views  and  Mr.  Billington 's  is 
that  Mr.  Billington  wants  to  maximize  a  quick  Improvement  in  capital  rather 
than  collateral. 

Mr.  Billington  said  that  according  to  the  figures  he  had,  he  did  not 
believe  there  was  a  collateral  crisis  in  Jackson. 

Mr.  Duncan  asked  th«>  "taff  when  the  collateral  issue  would  be  a  problem  in 
Jackson.  Kathleen  Eyer,  Supervision  Division,  said  that  according  to  the 
report  from  the  Chairman  of  the  Cease  and  Desist  Committee  established  in 
Jackson  to  oversee  the  enforcement  action,  there  is  only  $4.4  million  in 
excess  collateral,  after  collateral  sharing. 

Mr.  Billington  said  that  the  Interbank  collateral  sharing  agreement 
presents  a  collateral  problem  in  Jackson.  Mr.  Powers  said  that  collateral 
sharing  in  Jackson  is  limited  to  $25  million. 

Mr.  Billington  asked  if  it  makes  any  difference  If  Jackson  hits  the  wall 
with  collateral  or  capital.  Mr.  Powers  said  that  with  only  $25  million 
availble  for  collateral  in  Jackson,  collateral  is  certainly  a  problem  the 
agency  must  consider. 

Mr.  Powers  suggested  the  Board  require  Jackson  to  sell  the  mineral  rights 
taking  into  consideration  both  collateral  and  capital.  )fr.  Duncan  asked 
staff  whether  they  would  recommend  relaxing  the  lending  limit  to  allow  the 
Capital  Corporation  to  purchase  the  mineral  rights.  Mr.  Powers  said  he 
would  prefer  that  the  Capital  Corporation  go  to  the  market  to  finance  the 
purchase. 

Mr.  Baer  expressed  concern  about  the  relationship  between  the  First  South 
PCA  and  the  FICB.  Larry  Edwards,  Office  of  Examination,  said  that  the 
First  South  PCA  is  the  dominant  stockholder  of  the  FICB  and  if  it  sees 
itself  as  disadvantaged  in  any  way  over  this  transaction,  it  could  try  to 
prevent  the  sale.  Mr.  Billington  added  that  he  was  more  concerned  with  the 
PCA  in  Northern  Louisiana. 
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Mr.  Baer  said  ch«t  in  light  of  the  enforcement  action  in  the  Jackson  FLB, 
it  would  be  conaiatent  for  the  Board  to  require  a  aale  that  iaprovea  both 
the  capital  and  collateral  position  of  the  bank. 

Mr.  IHincan  said  he  still  had  reservations  about  a  sale  to  the  FICB  but 
would  aecond  the  ootion  aade  by  Mr.  Billington.  The  notion  passed  on 
affiraative  votes  from  )fr.  Billington,  Ik,   Duncan  and  Ifr.  Naylor. 


Clarification  of  Board's  Position  on  Mineral  Rights 

lk»  Naylor  thanked  Mb.  Eyer  for  her  presentation  and  then  asked  the  Board 
to  clarify  the  position  it  had  just  taken  on  Jackson's  mineral  rights.  Mr. 
Naylor  said  that  in  the  case  of  making  either  the  FICB  or  the  Capital 
Corporation  an  eligible  bidder,  it  was  not  clear  if  the  legal  lending 
limits  (for  a  sale  to  Capital  Corportion)  had  been  waived. 

Mr.  Billington  said  he  intended  the  matter  to  be  the  way  he  had  stated  it. 
Mr.  Duncan  said  he  had  hoped  the  Board  had  relaxed  the  lending  limits  co 
give  the  institution  (Jackson)  an  option.  Both  He.  Baer  and  Mr.  Powers 
said  they  preferred  the  Capital  Corporation  going  to  market  to  finance  the 
purchase  of  the  mineral  rights.  Mr.  Naylor  felt  this  was  not  a  viable 
alternative  if  all  37  banks  had  to  approve  the  issue  because  there  was  no 
way  they  could  get  to  market  in  time.  He.  Powers  asked  if  the  Capital 
Corporation  could  issue  its  own  debt.  Mr.  Duncan  and  Yk.  Naylor  felt  this 
would  take  too  long. 
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The  Board  agreed  that  they  would  allow  a  aale  to  either  the  FICB  or  the 
Capital  Corporation  and  would  waive  the  lending  limits  in  the  event  of  a 
aale  to  the  Capital  Corporation. 

Mr.  Powers  asked  the  Board's  permission  to  contact  Jim  Toft,  Doug  Sims  and 
Hugh  Macklin  to  advise  them  of  the  Board's  decision* 

The  Chairman  recessed  the  meeting  at  3:30  p.m.  in  order  that  Mr.  Powers 
could  meet  with  the  Board  Secretary  to  review  the  Board's  action  and 
prepare  a  short  statement.  The  Chairman  reconvened  the  meeting  at  3:42 
p.m.  and  staff  presented  the  following  which  the  Board  concurred  with  as 
reflecting  its  policy. 

"The  institution  is  to  sell/dispose  of  its  mineral  rights  in  such 
a  way  as  to  maximize  the  financial  benefit  giving  full 
consideration  to  capital  and  collateral  positions.  It  is  expected 
that  the  institution  trill  maximize  its  return  through  the 
acceptance  of  the  highest  bids,  again  giving  consideration  to  the 
immediacy  of  the  capital  and  collateral  problems. 

"The  institutions  are  authorized  to  sell  mineral  rights  to  other 
System  institutions,  including  the  Capital  Corporation,  for  the 
sole  purpose  of  providing  financial  ::£sistance.  The  purchase  of 
the  mineral  rights  by  System  institutions  other  than  the  Capital 
Corporation  is  not  considered  eligible  investment  except  for  the 
sole  purpose  of  providing  financial  assistance.  Further,  for  the 
sole  purpose  of  providing  financial  assistance,  FCA  waives  the 
prohibition  against  acquisition  of  these  assets.  Further,  the  FCA 
will  waive  lending  limit  restrictions  for  those  institutions 
wishing  to  sell  these  assets  to  the  Capital  Corporation.  The  FCA 
is  not  waiving  lending  limitations  for  sales  to  third  parties 
outside  the  Farm  Credit  System.  In  the  event  of  the  sale  of  the 
mineral  rights  to  either  the  Capital  Corporation  or  any  other 
System  institution,  the  purchasing  institution  is  required  to 
sell  such  mineral  rights  within  5  years  from  the  date  of 
acquisition.  The  FCA  may  approve  an  exception  to  this  5-year 
maximum  holding  period  if:  (1)  the  institution  has  made  a  good 
faith  attempt  to  dispose  of  the  mineral  rights  within  the  5-year 
period;  or  (2)  disposal  within  the  5-year  period  would  be 
detrimental  to  the  Institution.  In  no  event  will  the  FCA  approve 
an  additional  holding  period  that  exceeds  5  years." 
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The  undersigned  hereby  certify  chac  the  foregoing  are  the  official  minutes 
of  the  closed  portions  of  the  regular  meeting,  held  September  22,  1987,  of 
the  Board  of  the  Farm  Credit  Administration. 


Elidebeth  Ann  Klrby / 
|.ng  Secretary      / 
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OAS  FINANCIAL  DIRECTIVE  No.  2 


Subject:   SALE  OF  FEDERAL  LAND 
BANK  MINERAL  RIGHTS 


To:       The  Chief  Executive  Officer 

Each  Farm  Credit  System  Institution 


PURPOSE 

Several  districts  have  recently  submitted  to  the  Farm  Credit  Administration 
("FCA")  proposals  for  a  Federal  land  bank  ("FLB")  to  sell  mineral  rights  to 
the  Federal  intermediate  credit  bank  ("FICB")  within  their  districts. 
These  propo^d  sales  are  driven  by  an  urgent  need  for  some  FLBs  to  Improve 
their  financial  condition  and  offset  losses  experienced  over  the  past 
several  years.  Certain  troubled  institutions  are  approaching  collateral 
and  debt  impairment  thresholds  and  may  be  required  to  sell  these 
undervalued  assets  in  order  to  continue  operation. 

In  order  to  balance  the  need  for  FLBs  to  strengthen  their  financial 
condition  with  statutory  concerns  regarding  the  appropriateness  of  other 
Farm  Credit  System  ("System")  institutions  purchasing  mineral  rights,  the 
FCA  Board  establishes  the  following  policy  regarding  the  sale  and  purchase 
of  mineral  rights . 

POLICY 

FLBs  are  authorized  to  sell  mineral  rights  in  accordance  with  sound 
business  practices  and  in  such  a  manner  that  maximizes  the  financial 
benefit  to  the  FLB  giving  consideration  to  both  its  capital  and  collateral 
positions,  and  to  the  Immediacy  of  its  financial  needs. 


Other  System  institutions ,  including  the  Farm  Credit  System  Capital 
Corporation  ("Capital  Corporation"),  shall  be  allowed  to  purchase  mineral 
rights  provided  the  purchase  of  such  assets  is  solely  for  purposes  of 
providing  financial  assistance  to  the  selling  institution.  Furthermore, 
the  FCA  is  not  waiving  lending  limitations  for  sales  of  mineral  rights, 
should  the  assets  be  exchanged  for  a  note  receivable,  for  any  entity  other 
than  the  Capital  Corporation. 
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In  the  event  mineral  rights  are  sold  either  to  the  Capital  Corporation  or 
to  another  System  institution,  the  purchasing  institution  is  required  to 
sell  such  mineral  rights  within  5  years  from  the  date  of  acquisition.  Such 
sale  may  not  be  to  another  System  entity.  The  FCA  may  approve  an  exception 
to  this  5-year  maximum  holding  period  if:  (1)  the  institution  has  made  a 
good  faith  attempt  to  dispose  of  the  mineral  rights  within  the  5-year 
period;  or  (2)  disposal  within  the  5-year  period  would  be  detrimental  to 
the  institution.  In  no  event,  will  the  FCA  approve  an  additional  holding 
period  that  exceeds  5  years . 

IMPLEMENTATION 


This  directive  is  effective  immediately.  The  FCA  reserves  the  right  to 
terminate  this  approval  at  any  time  for  individual  banks  where  enforcement 
action  has  been  taken  by  the  FCA  or  where  other  special  circumstances 
exist.  Compliance  with  this  directive  will  be  reviewed  during  the  FCA's 
examination  process. 


Michael  J.  Powers,  Director 
Office  of  Analysis  and  Supervision 
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Mr.  DuRBiN.  Where  do  the  funds  go  that  were  received  from  this 
settlement?  How  will  they  be  used  in  the  future? 

Mr.  Steele.  The  funds  are  deposited  into  the  account  of  the  Fed- 
eral Land  Bank  of  Jackson  in  Receivership.  Pursuant  to  the  terms 
of  the  Definitive  Agreement  dated  June  5,  1990,  which  provided  for 
the  sale  of  most  of  the  assets  of  the  Receivership  to  the  System 
banks,  executed  by  the  Farm  Credit  Banks,  the  Banks  for  Coopera- 
tives, the  Federal  Intermediate  Credit  Bank  of  Jackson,  the  FCA, 
the  Farm  Credit  System  Assistance  Board,  the  Farm  Credit  System 
Insurance  Corporation — FCSIC — ^the  Farm  Credit  System  Financial 
Assistance  Corporation — ^FAC — and  the  Receiver  of  the  Federal 
Land  Bank  of  Jackson,  upon  termination  of  the  Receivership,  all 
assets  of  the  Receivership,  in  excess  of  the  amount  necessary  to 
wind  up  the  Receivership,  are  distributed  to  the  Farm  Credit  As- 
sistance Fund  administered  by  FAC.  Upon  termination  of  the  FAC, 
after  repayment  of  FAC  obligations,  all  funds  in  the  Assistance 
Fund  are  transferred  to  the  Farm  Credit  Insurance  Fund  adminis- 
tered by  FCSIC. 

LITIGATION 

Mr.  DuRBiN.  For  the  record,  please  provide  a  list  of  all  current 
litigation  in  which  the  Farm  Credit  Administration  is  a  defendant. 
Please  list  the  outcome  of  settled  suits  for  the  past  18  months  and 
what  has  been  the  total  cost  to  FCA  for  each  of  these. 

Mr.  Steele.  I  will  submit  a  list  of  litigation  in  which  the  FCA 
currently  is  a  defendant. 

[The  information  follows:] 

Buckeye  PCA  and  Fostoria  FLBA  v.  FCA  (4th  Cir.)  (Challenge  to  ACA  merger) 

Little  V.  First  South  PCA  (S.D.  Miss.)  (Severance  pay  dispute) 

Kukla  V.  FCA  (D.N.D.)  (Foreclosure) 

Litigation  resolved  by  settlement  or  otherwise  since  October  1,  1991: 

Buckeye  PCA  and  Fostoria  FLBA  v.  FCA  (D.D.O  (Court  remanded  FCA's  denial  of 
application  for  charter  amendment  to  FCA  for  reconsideration.  Upon  reconsider- 
ation FCA  again  denied  application.  Plaintiff  did  not  appeal.) 

Colorado  Springs  PCA  v.  FCA,  Chattanooga  PCA  v.  FAC,  and  Sikeston  PCA  v. 
FCA  (D.C.  C!ir.)  (Constitutionality  of  FCA's  assessment  upheld) 

Commodity  News  Services,  Inc.  v.  FCA  (D.D.C.)  (FOIA  case  dismissed  by  stipula- 
tion of  the  parties) 

FICB  Jackson  v.  FCA  (S.D.  Miss.)  (FOIA  action  dismissed  by  stipulation  of  the 
parties) 

First  South  PCA  v.  FCA  (4th  Cir.)  (Merger  required  by  FCA  invalidated) 

Four-C  Ranch,  et  al  v.  Western,  et  al  (Bankr.  E.D.  CA)  (Borrower  rights  dispute 
dismissed  by  stipulation  of  the  parties) 

Mace  v.  U.S.  ^.D.  Mo.)  (Federal  Tort  Claim  settled  by  the  parties) 

Minnesota  Valley  PCA  v.  FCA  (D.  Minn.)  (FCA's  denial  of  merger  application 
upheld) 

Watkins,  Ludlum  and  Stennis  v.  FCA  (S.D.  Miss.)  (FOIA  action  dismissed  by  stipu- 
lation of  the  parties) 

None  of  the  lawsuits  resolved  since  October  1,  1991,  have  resulted  in  the  outlay  of 
funds  by  FCA.  However,  the  Government  Accounting  Office  (GAO)  recently  advised 
FCA  that  the  Judgment  Fund,  which  ordinarily  is  the  source  of  funds  for  FOIA  and 
tort  claim  settlements  entered  into  by  the  Department  of  Justice,  is  not  available  to 
pay  FCA's  judgments  or  settlements.  GAO  also  indicated  that  in  its  view  the  proper 
source  of  payment  is  FCA's  Administrative  Expense  Account.  If  so,  FCA  would  bear 
the  settlement  costs  incurred  by  the  Department  of  Justice  on  FCA's  behalf  in  Com- 
modity News  Services,  Inc.  v.  FCA  ($10,255)  and  Mace  v.  U.S.  ($11,500). 

While  FCA  attorneys  do  not  track  their  hours  on  a  case-by-case  basis,  the  cumula- 
tive cost  of  litigation  for  the  settled  cases  was  $210,000.  That  includes  $170,000  in 
litigation  costs  for  FY  92  and  $40,000  thus  far  in  FY  93. 
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RECEIVERSHIP  AND  ENFORCEMENT  ISSUES 

Mr,  DuRBiN.  Last  year,  the  number  of  System  institutions  under 
enforcement  action  at  the  end  of  year  1991  was  77  or  27  percent  of 
all  institutions.  This  represented  total  assets  of  over  $50  billion. 
Tell  us  where  the  Farm  Credit  System  stands  related  to  that  issue 
for  fiscal  year  1992. 

Mr.  Steele.  The  number  of  enforcement  documents  as  of  the  end  of 
the  year  1992  declined  to  65  and  accounted  for  $32.7  billion  of  System 
assets. 

Mr.  DuRBiN.  For  the  record,  please  provide  a  list  of  the  Farm 
Credit  System  institutions  that  were  in  receivership  as  of  Decem- 
ber 31,  1992.  Also  for  the  record,  please  provide  us  some  details  as 
to  the  total  cost  of  administering  each  of  these  receiverships  since 
the  time  it  went  into  receivership.  Please  also  provide  that  same 
information  on  any  receivership  that  was  closed  out  in  1991  or 
1992. 

Mr.  Steele.  I  will  submit  the  information  requested  for  the 
record. 

[The  information  follows:] 

At  December  31,  1992,  there  were  four  institutions  in  receivership:  the  Federal 
Land  Bank  of  Jackson  and  the  Federal  Land  Bank  Association  of  Jackson,  both  in 
Jackson,  Mississippi;  the  Richmond  Production  Credit  Association,  Sugar  Land, 
Texas;  and  the  Coleman,  Texas  Production  Credit  Association.  The  cost  of  the  Feder- 
al Land  Bank  and  Federal  Land  Bank  Association  of  Jackson  in  Receivership  is  esti- 
mated at  $388  million  by  the  time  the  liquidation  operations  conclude.  This  amount 
will  be  offset  by  any  refund  the  receiver  may  be  able  to  make  to  the  Farm  Credit 
System  Insurance  Corporation  of  the  $15  million  operating  fxmd  he  was  provided  in 
Jime  1990  to  conclude  said  operations.  The  total  costs  include  the  administrative 
costs  of  the  receivership  function,  write  downs  of  asset  values  from  liquidation  ac- 
tivities, and  pajrments  for  eligible  borrower  stock. 

For  the  Richmond,  Texas  Production  Credit  Association  the  total  cost  of  the  re- 
ceivership operation  has  been  $2.9  mUlion  (as  of  October  31,  1992,  the  most  recent 
date  for  which  consolidated  Uqmdation  statements  were  available);  total  costs  in- 
clude administrative  costs  of  liquidation  and  write  down  of  asset  values.  For  the 
Coleman,  Texas  Production  Credit  Association,  the  receivership  activities  have  pro- 
duced a  $220,000  benefit  to  the  institution's  stockholders  as  of  December  31,  1992, 
net  of  all  receivership  expenses  and  asset  liquidation  to  date.  The  costs  disclosed  for 
administering  these  receiverships  does  not  include  the  FCA's  internal  administra- 
tive, examination,  or  supervision  costs  since  the  agency  did  not  have  a  time  or 
project  tracking  system  in  place  prior  to  FY  1993. 

Eight  receivershijffl  were  closed  out  in  1992.  They  were:  Valentine,  Nebraska  Pro- 
duction Credit  Association;  O'Neill,  Nebraska  I*roduction  Credit  Association;  Glen- 
dive,  Washington  Production  Credit  Association;  Western  Washington  Production 
Credit  Association,  Chehalis,  Washington;  MUk  River  Production  Credit  Association, 
Chinook,  Montana;  Western  Montana  Production  Credit  Association,  Missoula,  Mon- 
tana; Southern  Idaho  Production  Credit  Association,  Twin  Falls,  Idaho;  and  Willam- 
ette Production  Credit  Association,  Salem,  Oregon.  We  have  contacted  the  receivers 
for  each  of  these  institutions  to  obtain  the  total  costs  for  the  receivership  oper- 
ations. We  wHl  provide  that  information  to  the  committee  as  soon  as  we  receive  it. 

EXAMINATION  ISSUES 

Mr.  DuRBiN.  Of  the  changes  in  the  law  that  may  have  one  of  the 
most  significant  impacts  on  FCA's  operations  is  its  ability  to  reduce 
the  scope  of  its  examinations  of  Farm  Credit  System  institutions. 
As  a  result  of  that,  have  you  looked  at  the  potential  cost  savings 
for  fiscal  year  1994  from  that  change?  Would  you  provide  us  with 
some  specifics  on  how  you  will  implement  that  provision?  Have  you 
approved  a  new  examination  schedule? 
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Mr.  Steele.  The  1993  examination  schedule,  approved  by  the 
FCA  Board,  already  reflects  a  reduction  in  staff  resources  based  on 
the  change  in  legislation.  As  an  interim  step,  if  we  have  deter- 
mined from  all  information  available  to  us  that  certain  operational 
areas  are  sound,  we  have  reduced  the  scope  of  examination  in 
those  areas.  Flexibility  in  the  scope  of  exams,  provided  by  the  1992 
Act,  will  assist  the  agency  in  accomplishing  its  mission  to  examine 
and  regulate  the  System  with  fewer  employees.  Already,  we  believe 
this  new  flexibility  has  contributed  to  a  preliminary  reduction  of  at 
least  six  additional  FTEs  in  FY  1994. 

We  have  asked  staff  to  prepare  a  formal  Board  policy  describing, 
in  more  detail,  when  and  how  reduced-scope  examinations  could  be 
used  and  to  estimate  the  savings  we  might  realize  from  such  a 
policy.  Staff"  has  briefed  the  Board  on  a  framework  for  the  new 
Board  policy.  Examinations  will  emphasize  those  areas  and  oper- 
ations where  significant  risk  is  identified  based  on  the  examiners' 
judgment  in  consideration  of  the  results  of  previous  examinations, 
the  CAMEL  ratings,  oversight  between  examinations,  and  guidance 
provided  by  FCA  senior  mginagement  on  areas  of  risk  that  should 
be  given  special  emphasis.  The  FY  1994  Examination  Schedule  is 
under  development  and  the  final  schedule  will  incorporate  the  new 
Board  policy. 

EMPLOYEE  COMPARABILITY 

Mr.  DuRBiN.  Over  the  years,  the  Farm  Credit  Administration  has 
been  concerned  with  its  ability  to  be  a  competitive  employer  in  the 
bank  regulatory  area.  Mr.  Steele,  you  have  testified  that  FCA  had 
acted  as  a  farm  club  for  other  regulators.  With  the  increase  in  pay 
for  bank  examiners  that  you  instituted  the  last  couple  of  years,  has 
that  trend  been  reversed?  Can  you  tell  us  what  the  turnover  rate 
for  bank  examiners  was  in  the  last  three  years? 

Mr.  Steele.  Yes.  The  pay  comparability  statute  passed  by  Con- 
gress for  the  financial  regulators  has  helped  reduce  FCA's  turnover 
rates.  The  FCA  Compensation  Program,  implemented  January  12, 
1992,  is  designed  to  compensate  its  employees  at  the  average 
market  rate  paid  by  the  other  Federal  fuiancial  regulators.  The 
turnover  rates  for  FCA  examiners  for  calendar  years  1990  through 
1992  are  14.5,  9.2,  and  9.4  percent,  respectively.  This  is  a  35-percent 
decrease.  It  demonstrates  that  pay  comparabUity  has  allowed  us  to 
be  a  competitive  employer  in  the  bank  regulatory  area. 

BORROWERS  RIGHTS 

Mr.  DuRBiN.  As  you  certainly  are  aware,  Mr.  Steele,  the  Farm 
Credit  Administration  as  well  as  Members  of  Congress  occasionally 
are  contacted  by  borrowers  who  believe  their  borrower's  rights  pro- 
visions have  been  violated.  Can  you  describe  for  us  what  the  Farm 
Credit  Administration  found  in  relation  to  violations  for  borrower's 
rights  during  fiscal  year  1992? 

Mr.  Steele.  In  comparison  to  FY  1991,  borrower  rights  violations 
declined  by  25  percent  in  FY  1992.  Approximately  76  percent  of  the 
borrower  rights  violations  found  by  examiners  in  FY  1992  were 
concentrated  in  inaccurate  loan  disclosures;  inadequate  notice  of 
action  taken  on  loan  applications;  and,  insufficient  restructuring 
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notification  to  distressed  borrowers,  i.e.,  failure  to  notify  borrowers 
that  their  loans  may  be  suitable  for  restructuring,  or  untimely  or 
incomplete  notification. 

Upon  discovery,  borrower  rights  violations  are  discussed  by  ex- 
aminers with  institution  management,  and  FCA  formally  notifies 
the  Board  of  Directors  of  the  deficiencies  through  the  Report  of  Ex- 
amination. Where  possible,  FCA  requests  the  institution  to  correct 
the  violation,  thus  ensuring  the  borrower,  or  applicant,  receives 
his/her  entitled  rights.  During  the  next  examination,  a  review  is 
conducted  of  the  institution's  actions  to  correct  the  violations,  and 
the  measures  taken  by  management  to  prevent  similar  violations 
from  occurring. 

FARMER  MAC 

Mr.  DuRBiN.  How  many  employees  are  there  in  the  Ofiice  of  Sec- 
ondary Market  Oversight?  What  are  their  grades? 

Mr.  Steele.  The  Office  of  Secondary  Market  Oversight  has  a 
single  employee — ^the  Director — at  a  grade  of  "VH-43"  under 
FCA's  classification  system.  Salary  and  benefits  costs  for  examin- 
ers, lawyers,  analysts,  and  other  specialists  from  FCA  are  reim- 
bursed from  the  Office  of  Secondary  Market  Oversight's  budget 
when  the  Director  requests  these  in^viduals  to  perform  duties  as- 
sociated with  the  regulation  of  Farmer  Mac. 

Mr.  DuRBiN.  Mr.  Steele,  you  have  stated  that  there  are  8  institu- 
tions that  have  been  certified  as  poolers  for  Farmer  Mac.  For  the 
record,  would  you  please  provide  a  list  of  those  8  institutions? 

Mr.  Steele.  I  will  provide  the  information  requested  for  the 
record. 

[The  information  follows:] 

Farm  Credit  Bank  of  Columbia 

Travelers  Realty  Investment  Company 

Equitable  AgriBusiness,  Inc. 

Prudential  Agricultural  Credit,  Inc. 

Prudential  Securities,  Inc. 

Groldman  Sachs  Mortgeige  Company 

John  Hancock  Mutual  Life  Insurance  Company 

Chemical  Securities,  Inc. 

Mr.  DuRBiN.  Mr.  Steele,  can  you  describe  for  us  the  activities  re- 
lated to  the  Office  of  Secondary  Market  Oversight  and  your  expect- 
ed assessments  in  fiscal  year  1994  for  Farmer  Mac  work? 

Mr.  Steele.  The  Office  of  Secondary  Market  Oversight  is  respon- 
sible for  the  general  supervision  of  the  safe  and  sound  performance 
of  Farmer  Mac.  The  Office  of  Secondary  Market  Oversight's  activi- 
ties for  FY  1994  will  include  the  annual  examination  of  Farmer 
Mac  as  required  by  Section  8.11  (b)  of  the  Farm  Credit  Act  of  1971, 
as  amended — the  Act;  ongoing  monitoring  of  the  performance  and 
condition  of  Farmer  Mac,  including  quarterly  determinations  of 
capital  adequacy,  as  required  under  Section  8.35(c)  of  the  Act;  and 
development  of  regulations  for  Farmer  Mac — including  developK 
ment  of  risk-based  capital  regulations  (as  required  by  Section  8.32 
of  the  Act),  and  conflicts  of  interest  and  financial  disclosure  regula- 
tions (as  required  by  Section  514  of  the  Farm  Credit  Banks  and  As- 
sociations Safety  and  Soundness  Act  of  1992). 
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FCA's  budget  contemplates  a  $326,000  assessment  for  the  regula- 
tion and  supervision  of  Farmer  Mac  in  FY  1994. 

FARM  CREDIT  SYSTEM  INSURANCE  CORPORATION 

Mr.  DuRBiN.  As  Chairman  of  FCSIC,  Mr.  Byrne,  what  are  you 
doing  to  assure  your  administrative  costs  are  monitored  and  effi- 
cient? 

Mr.  Byrne.  The  Corporation  operates  with  a  small  core  staff.  The 
number  of  full-time  permanent  staff  is  kept  low  by  relying  on  the 
Farm  Credit  Administration — FCA — ^for  almost  all  administrative 
services.  By  looking  to  the  FCA  and  reimbursing  them  for  these 
services,  the  Corporation  does  not  have  to  employ  additional  full- 
time  permanent  staff.  The  Corporation  also  minimizes  costs 
through  the  use  of  other  contract  services  whenever.  For  example, 
should  the  Corporation  be  appointed  as  receiver,  specialized  asset 
valuation  and  accounting  services  may  be  needed.  Costs  are  being 
minimized  by  setting  up  contractual  arrangements  which  will  pro- 
vide these  specialized  services  on  an  as-needed  basis  rather  than 
adding  staff  to  prepare  for  all  contingencies. 

I  will  submit  additional  information  for  the  record. 

[The  information  follows:] 

The  Corporation  also  uses  multi-year  contract  procurements  to  reduce  costs  for 
recurring  services.  For  example,  the  Corporation  recently  procured  multi-year  audit 
services  at  substantial  savings.  Further,  the  Corporation's  budget  does  not  include 
funds  for  any  reception  and  representation  expense  allowance,  out  of  town  staff  con- 
ferences, or  other  expenses  such  as  employee  business  cards. 

The  Corporation  uses  the  Farm  Credit  System  Assistance  Board  as  a  benchmark 
for  comparing  total  numbers  of  employees  and  costs.  The  Assistance  Board,  which 
has  a  narrower  function,  operated  in  fiscal  year— FY— 1992  with  a  higher  level  of 
permanent  staff  17  and  a  budget  of  $2.2  million.  By  contrast,  the  Corporation  is  cur- 
rently fully  operational  with  a  FY  1993  budget  providing  for  a  core  staff  of  11  and 
total  expenditures  of  $1.7  million. 

The  total  of  11  full-time  permanent  positions  included  in  the  FY  1993  budget  is  a 
reduction  from  16,  estimated  in  earlier  projections  of  needs  and  represents  the  Cor- 
poration's maximum  estimate  of  staff  required  under  existing  circumstances. 

Although  11  positions  are  budgeted,  only  9  are  currently  filled.  A  decision  on  fill- 
ing the  additional  2  positions  will  be  made  within  the  coming  year  following  a  re- 
evaluation  of  the  workload.  The  Corporation  has  also  included  funds  in  its  FY  1993 
budget  for  the  automation  of  its  Financial  Management  System.  The  Corporation  is 
working  with  the  FCA  to  identify  a  system  which  can  meet  both  organizations'  re- 
quirements. Sharing  the  cost  of  the  system  may  result  in  lower  costs  than  budgeted. 

All  Corporation  expenses  are  monitored  closely  by  the  Board  of  Directors  and 
management.  The  Board  requires  quarterly  management  reports  on  budget  progress 
during  the  year,  including  actual  versus  budgeted  expenses  and  analysis  of  var- 
iances. 

Mr.  Durbin.  Mr.  Byrne,  now  that  the  Farm  Credit  Assistance 
Board  has  expired  and  its  authorities  transferred  to  FCSIC,  please 
provide  an  object  class  table  for  the  FCSIC  expenses  for  FY  1993 
and  1994. 

Mr.  Byrne.  The  object  class  table  is  provided  for  the  record. 

[The  information  follows:] 
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FCSIC  OBJECT  CLASSIFICATION 

[Thousands  of  dollars] 


Fiscal  years—  1993  est  1994  est 


Personnel  Compensation: 

511.1    01    Full-time  permanent 652  837 

511.5    01    Other  personnel  compensation 8 8 

511.9    01  Total  personnel  compensation  ' 660 845 

512.1  01  Civilian  personnel  benefits 146  197 

521.0  01  Travel  and  transportation  of  persons 59  69 

523.2  01  Rental  payments  to  others 77  81 

523.3  01  Communications,  utilities,  and  miscellaneous  charges 24  23 

524.0  01  Printing  and  reproduction 16  17 

525.2  01  Other  services 758  ==  704 

526.0  01  Supplies  and  materials 6  5 

531.0  01  Equipment 30 15 

999.9    01  Total  ol)ligations 1.776  1,956 

>  2  positions  are  unfilled.  These  positions  will  remain  unfilled  pending  reevaluation  of  the  CorporatJon's  work  load  in  Fiscal  Year  1993  and  1994. 
'Included  in  this  amount  are  estimates  for  services  performed  by  the  Farm  Credit  Administration  on  a  reimbursable  basis  and  hinding  for 
improvements  in  FCSICs  Financial  Management  System  in  order  to  comply  with  the  Core  Financial  System  Requirements. 

Mr.  DuRBiN.  Also,  Mr.  Byrne,  for  the  record,  please  provide  a 
breakdown  of  the  numbers  of  employees,  by  grade,  for  FCSIC  for 
FY  1992,  1993  and  1994. 

Mr.  Byrne.  The  information  is  provided  for  the  record. 

[The  information  follows:] 

Fiscal  year 


1992  1993  1994 


Grade  44 1 

1                   1 

Grade  43 0 

0                  1 

Grade  42 1 

Grade  41     1 

Grade  40         1 

Grade  39                   3 

>  5              15 

Grade  26                1 

Grade  23 1 

Total                     .T               9 

11               11 

>  2  positions  are  unfilled.  These  positions  will  remain  unfilled  pending  reevaluation  of  the  Corporation's  work  k)ad 

in  Fiscal  Year  1993  and  1994. 

NON-PERFORMING  ASSETS 

Mr.  DuRBiN.  Last  year,  Mr.  Steele,  you  testified  that  the  level  of 
non-performing  assets  of  the  System  loan  portfolio  was  still  unac- 
ceptably  high  by  the  end  of  fiscal  year  1991.  From  the  chart  with 
your  testimony,  it  appears  things  are  much  better.  Do  you  think 
this  trend  within  the  System  for  improving  this  aspect  of  their 
portfolio  will  continue? 

Mr.  Steele.  While  we  believe  there  is  a  possibility  for  some  addi- 
tional improvement  in  the  level  of  nonperforming  assets,  especially 
if  the  favorable  interest  rate  environment  can  be  sustained,  we  do 
not  anticipate  the  rate  of  improvement  to  continue  at  the  rate  real- 
ized in  the  recent  past.  Many  would  argue  that  the  declining  trend 
in  nonperforming  assets  has  probably  stabilized  in  view  of  the  cur- 
rent prospects  for  a  decline  in  cash  receipts  and  net  income  of  crop 
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producers  in  1993.  Stabilization  is  further  indicated  in  recognition 
of  the  possibiUty  of  reduced  Federal  outlays  for  farm  commodity 
programs,  crop  insurance,  and/or  disaster  payments. 

Mr.  DuRBiN.  For  the  record,  please  provide  a  table  showing  the 
loan  volume  of  farm  credit  institutions  over  the  last  10  years. 

Mr.  Steele.  I  will  submit  the  requested  information. 

[The  information  follows:] 

10-year  trend  of  gross  loans  outstanding  to  farmers  and  cooperatives  in  the  Farm 

Credit  System 

[In  millions  of  dollars] 
Yearend:  Amount 

1992 52,407 

1991 51,457 

1990 51,172 

1989 50,707 

1988 51,428 

1987 52,498 

1986 58,249 

1985 69,805 

1984 79,803 

1983 81,878 

Mr.  DuRBiN.  For  the  record,  please  provide  an  updated  table, 
similar  to  the  one  on  page  447  of  last  year's  hearing  record,  relat- 
ing to  non-performing  assets. 

Mr.  Steele.  I  will  submit  a  table  which  represents  all  nonper- 
forming  assets  as  of  December  31,  1992,  and  December  31,  1991,  as 
reported  by  Farm  Credit  institutions  via  their  Call  Reports.  There 
have  been  no  eliminations  between  banks  and  associations,  there- 
fore, these  numbers  cannot  be  added  together  to  arrive  at  a  total 
for  the  Farm  Credit  System. 

[The  information  follows:] 

FARM  CREDIT  SYSTEM 

NONPERFORMING  ASSETS  FOR  DECEMBER  1992  AND  DECEMBER  1991  AS  A  PERCENTAGE  OF  TOTAL 

ASSETS 

[Dollars  in  millions] 


Nonperfonning 
assets' 


1992 


Total  assets 


Nonpeftormlng 

assets  to  total 

assets 

(percent) 


Nonperfonning 
assets  ' 


1991 


Total  assets 


Nonperfomiing 

assets  to  total 

assets 

(present) 


Farm  Credit  Banks $4,183  45,052  9.28  $6,481  $45,266  14.32 

Banks  for  Owperatives 322  14,579  2.21  467  14,484  3.22 

Production  Credit  Associations 449  5,263  8.54  582  5,818  10.00 

Agricultural  Credit  Associations 1,623  17,829  9.05  1,542  16,874  9.14 

Federal  Land  Credit  Associations 183  3,489  5.24  216  2,834  7.62 

•Includes  Other  High  Risk  Loans  of  $1,953  (FCSs)^  $262  (BCs),  $251  {PCf&).  $893  (AUs),  $98  (aCAs)  for  1992  and  $3,406  (FCBs), 

$339  (BCs),  $275  (PCAs),  $739  {POs).  and  $115  (kcts)  for  1991. 


Mr.  DuRBiN.  For  the  record  please  provide  a  table  showing  non- 
performing  or  high-risk  loans  £is  a  percentage  of  total  gross  loans 
outstanding  in  the  FCS  institutions  for  the  past  five  years. 

Mr.  Steele.  I  will  submit  a  table  reflecting  high-risk  loans  for 
the  past  five  years. 

[The  information  follows:] 
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NONPERFORMING  LOANS  AS  A  PERCENTAGE  OF  TOTAL  LOANS  FOR  THE  FARM  CREDIT  SYSTEM 

(1988-1992) 


1988 


1989 


1990 


1991 


1992' 


Nonaccrual  loans 6.47 

Restructured 3.85 

Accruing  >90  days  past  due^ i3_ 

Subtotal 11.16 

Other  high  risk  loans^ 4.20 

Total  nonperforming  loans 15.35 

» 1992  Numbers  are  as  of  September  30,  1992. 

»As  defined  by  12  CFR  612.2(a) (18)  (i). 

'As  defined  by  12  CFR  612.2(a)(18)  (ii)  (iii)  and  (Iv). 


5.03 

5.13 

4.51 

3.97 

4.67 

3.72 

2.59 

1.85 

.51 

.26 

.19 

.16 

10.21 


3.78 


13.99 


9.11 


4.26 


13.37 


7.29 


4.73 


12.03 


5.98 


4.94 


10.92 


SYSTEM  OPERATING  EXPENSE. 

Mr.  DuRBiN.  For  the  record,  please  provide  a  table  showing  the 
operating  expenses  as  a  percent  of  loan  volume  of  System  institu- 
tions for  1984  through  1992. 

Mr.  Steele.  I  will  submit  a  table  on  operating  expenses  for  1984 
through  1992. 

[The  information  follows:] 

OPERATING  EXPENSES  AS  A  PERCENT  OF  LOAN  VOLUME  FOR  THE  FARM  CREDIT  SYSTEM  (1984- 

1992) 

[Dollars  in  mill'iofls] 

Operating 

¥«r  Totalloan  Operating         ^JSof 

Year  Volume  expenses         Kl.Sie 

(percent) 


1984 $79,803 

1985 69,805 

1986 58,249 

1987 52,498 

1988 51,428 

1989 50,707 

1990 51,172 

1991 51,457 

1992> 52,366 

» 1992  numbers  are  as  of  September  30,  1992.  Operating  expenses  as  a  pefceot  of  loan  volume  is  annualized. 


$809.1 

1.01 

895.9 

1.28 

809.9 

1.39 

786.1 

1.50 

733.7 

1.43 

733.3 

1.45 

735.2 

1.44 

760.3 

1.48 

565.1 

1.44 

ACQUIRED  property 

Mr.  DuRBiN.  As  you  are  well  aware,  we  are  all  interested  in  the 
amount  of  property  acquired  through  foreclosures  or  voluntary  con- 
veyances owned  by  the  System.  A  review  of  a  table  you  provided  us 
last  year,  showing  the  System's  property  acquired  through  foreclo- 
sures or  voluntary  conveyances  showed  that  from  1987  through 
1990  there  was  a  significant  drop  in  inventory  and  in  1991  it  in- 
creased again  rather  dramatically.  Can  you  explain  what  happened 
during  fiscal  year  1991,  and  is  there  a  trend  like  that  for  1992? 
Repeat  that  table,  if  you  would  please,  including  the  fiscal  year 
1992  numbers. 


$1,281,408 

$886,547 

1,028,048 

668,633 

626,552 

462,642 

357,617 

346,681 

257,306 

412,730 

257,405 

317,796 
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Mr.  Steele.  I  will  submit  the  requested  table,  however,  the  in- 
crease in  1991  was  due  to  the  transfer  of  one  large  loan  to  acquired 
property  status.  That  property  has  not  been  disposed  of  as  of  year- 
end  1992;  however,  acquired  properties  did  decline  in  1992.  As  you 
can  see  from  the  following  table,  acquisitions  are  the  lowest  they 
have  been  in  6  years,  while  sales  are  comparable  to  1991. 

The  data  represent  totals  as  reported  by  the  Farm  Credit  institu- 
tions via  Call  Reports.  Ending  inventories  may  not  reconcile  due  to 
adjustments  for  allowances  and  depreciation. 

[The  information  follows:] 

VALUE  OF  ALL  REAL  ESTATE  AND  OTHER  ACQUIRED  PROPERTY  NET  OF  ALLOWANCE  FOR  LOSSES  FOR 

THE  FARM  CREDIT  SYSTEM 

[Dollars  In  Uwusands] 
Year  Acquisitions  Sales  Inventory 

1987 $1,122,908 

1988 754,783 

1989 441,664 

1990 271,164 

1991 322,312 

1992 181,905 


LOAN  PERFORMANCE  STATUS 

Mr.  DuRBiN.  Please  provide  for  the  record  a  table  of  the  elements 
of  the  System,  showing,  by  farm  credit  district,  information  on  the 
percentage  of  total  volume  o^"  loans  classified  as  performing,  re- 
structured, whether  high  risk  or  nonaccrual. 

Mr.  Steele.  I  will  submit  for  the  record  two  tables  in  response  to 
your  request. 

[The  information  follows:] 

PERFORMANCE  STATUS  OF  FARM  CREDIT  SYSTEM  LOANS  BY  DISTRICT  FARM  CREDIT  BANKS  AND 

ASSOCIATIONS 

[Percentage  of  total  loan  vohime  as  of  DecemtKr  31, 1992] 
District  Performing        Restructured        °*^'"*''         Nonaccrual 

Springfield 89.33 

Baltimore 88.40 

Columbia 92.70 

Louisville 89.02 

Jackson 83.75 

Omaha 86.43 

Wichita 89.52 

Texas 90.76 

Western 86.44 

Spokane 82.68 

Agribank 85.60 


0.02 

7.76 

2.89 

0.28 

7.78 

3.53 

0.69 

3.90 

2.70 

2.94 

4.95 

3.09 

2.52 

9.27 

4.46 

3.16 

6.00 

4.41 

2.74 

4.52 

3.23 

0.15 

5.12 

3.97 

0.83 

7.24 

5.50 

2.69 

5.71 

8.92 

3.75 

4.90 

6.06 
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BANKS  FOR  COOPERATIVES 

[Percentage  of  total  k>an  volume  as  of  Decembef  31,  1992] 


District 

Performing 

Restructured 

Other  high 
risk 

Nonaccrual 

Springfield 

St.  Paul 

CoBank 

94,84 

97.40 

97.36 

0.00 
0.00 
0.10 

5.16 
2.19 
2.14 

0.00 
0.41 
0.40 

ST.  PAUL  AND  ST.  LOUIS  FARM  CREDIT  BANK  MERGER 

Mr.  DuRBiN.  Last  year  the  merger  of  the  St.  Paul  and  St.  Louis 
Farm  Credit  Banks  was  finalized.  Early  reports  indicated  there 
would  be  significant  overhead  savings  from  the  merger.  Can  you 
provide  some  details  as  to  how  the  merger  is  going  and  if,  indeed, 
you  have  any  statistics  related  to  overhead  costs  saved? 

Mr.  Steele.  The  merger  of  the  Farm  Credit  Banks  of  St.  Louis 
and  St.  Paul  was  effective  May  1,  1992.  The  banks,  as  reported  in 
their  merger  disclosure,  expected  to  incur  implementation  costs  of 
$27.6  million  to  be  accrued  and  expensed  during  AgriBank,  FCB's 
first  month  of  operations  with  all  costs  paid  out  in  cash  over  3 
years  from  the  date  of  merger.  In  its  year-end  news  release,  howev- 
er, the  Federal  Farm  Credit  Banks  Funding  Corporation  reported 
$29  million  of  estimated  nonrecurring  merger  implementation 
costs.  Implementation  costs  include  disposal  of  the  St.  Louis  bank 
headquarters  building,  employee-related  actions,  and  merging  the 
electronic  data  processing  systems  of  the  banks.  AgriBank,  FCB  is 
still  in  the  merger  implementation  phase.  Because  an  insufficient 
amount  of  time  has  elapsed  since  the  merger,  it  is  too  early  to 
assess  the  impact  of  the  merger  on  operational  costs  to  determine 
cost  savings.  To  date  monitoring  of  AgriBank,  FCB  by  the  FCA  has 
disclosed  that  nothing  has  changed  to  alter  the  projected  annual 
savings  once  the  merger  is  fully  implemented. 

CHARTER  CHANGES 

Mr.  DuRBiN.  Can  you  tell  us  how  many  charters  were  canceled 
by  Farm  Credit  System  institutions  during  fiscal  year  1992? 

Mr.  Steele.  From  October  1,  1991  through  September  30,  1992, 
the  Farm  Credit  Administration  canceled  the  charters  of  29  Farm 
Credit  institutions.  Eight  cancellations  resulted  from  the  termina- 
tion of  associations  in  receivership.  Charters  of  the  Farm  Credit 
Bank  of  St.  Louis  and  the  Farm  Credit  Bank  of  St.  Paul  were  can- 
celed upon  their  consolidation  and  the  issuance  of  a  charter  to 
AgriBank,  FCB.  The  remaining  charters  were  canceled  either  due 
to  mergers  of  associations  or  the  cessation  of  Federal  Land  Bank 
Association  operations  upon  their  assuming  direct  lender  authori- 
ties as  Federal  Land  Credit  Associations. 

Mr.  DuRBiN.  Mr.  Steele,  without  providing  any  proprietary  infor- 
mation, are  you  aware  of  any  other  significant  mergers  in  the 
offing?  Is  the  Farm  Credit  Administration  in  a  way  assisting  with 
those? 

Mr.  Steele.  We  are  aware  of  3  Farm  Credit  Banks  which  have 
met  at  regular  intervals  and  at  various  levels  of  management  over 
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the  past  several  months  to  discuss  merger  possibiHties.  However,  at 
this  date  no  action  has  been  taken  by  the  Boards  of  Directors  to 
formalize  their  merger  intentions.  Until  such  time  that  these 
banks  take  formal  action,  the  Agency  will  provide  only  the  assis- 
tance requested  by  the  respective  banks. 

I  will  submit  additional  information  for  the  record. 

[The  information  follows:] 

In  addition,  the  Federal  Intermediate  Credit  Bank  of  Jackson  and  the  Farm 
Credit  Bank  of  Columbia  have  formally  notified  the  Farm  Credit  Administration  of 
their  merger  intentions  by  signing  and  filing  a  letter  of  intent  to  merge  with  the 
Farm  Credit  Administration.  The  Farm  Credit  Banks  and  Associations  Safety  and 
Soundness  Act  of  1992  permits  the  agency  to  grant  a  one-time  extension  of  the  date 
by  which  a  negotiated  merger  of  the  Federal  Intermediate  Credit  Bank  of  Jackson 
with  a  Farm  Credit  Bank  must  occur  to  not  later  than  October  31,  1993,  if  the 
agency  determines  that  the  letter  of  intent  as  filed  represents  a  bona  fide  and  good 
faith  agreement  in  principle  to  merge  and  that  the  merger  could  reasonably  be  ex- 
pected to  be  completed  by  October  31,  1993.  On  February  11,  1993,  the  FCA  deter- 
mined that  the  letter  of  intent  filed  by  these  banks  satisfied  the  intent  of  the  law 
and  approved  the  one-time  extension  of  the  merger  effective  date  to  not  later  than 
October  31,  1993.  The  Farm  Credit  Administration  is  communicating  with  the  banks 
as  they  prepare  their  merger  application  and  stockholder  disclosure  material  for 
formal  submission  to  the  Farm  Credit  Administration.  The  agency  will  continue  to 
communicate  and  cooperate  with  the  banks  in  their  efforts  to  consummate  a  merger 
no  later  than  October  31,  1993. 

FREEZE  ON  FEDERAL  SALARIES 

Mr.  DuRBiN.  The  President  has  indicated  a  freeze  on  Federal  sal- 
aries for  fiscal  year  1994.  Do  you  anticipate  the  Farm  Credit  Ad- 
ministration will  comply  with  this  directive? 

Mr.  Steele.  As  an  independent  regulatory  Agency  funded  with 
nonappropriated  funds,  I  believe  the  FCA  is  exempt  from  a  freeze 
on  Federal  salaries.  However,  if  there  is  such  a  freeze,  the  Farm 
Credit  Administration  would  certainly  give  consideration  to  volun- 
tary compliance  with  the  freeze. 

It's  important  for  us  to  know  the  exact  details  of  the  proposal. 
Also,  because  of  the  FIRREA  mandate  that  our  pay  structure  be 
comparable  with  other  regulators,  our  decision  would  be  influenced 
by  what  other  regulatory  agencies  did. 

Mr.  DuRBiN.  Mr.  Myers. 

Mr.  Myers.  Thank  you,  Mr.  Chairman,  and  Chairman  Steele  and 
gentlemen,  first  let  me  say  that  I  am  not  going  to  make  my  speech 
that  I  have  made  before,  that  when  I  worked  for  a  living  I  ran  a 
bank  and  tried  to  run  a  farm.  Our  backgrounds  are  similar.  You 
have  received  a  lot  more  awards  than  I,  and  certainly  you  are  more 
deserving  than  I  ever  would  be.  While  I  will  say  that  the  Farm 
Credit  Administration  has  done  a  job  that  agriculture  certainly 
needed,  I  think  it  could  have  been  done  elsewhere  and  differently, 
and  I  have  discussed  that  before.  In  my  judgment  the  Farm  Credit 
Administration  has  delayed  the  inevitable  a  great  many  times  and 
I  think  I  have  told  you  this  before.  Chairman  Whitten  and  I  were  the 
only  two  on  the  committee,  a  few  years  ago  when  I  was  still  on  the 
bank  board  back  home.  It  is  a  small,  rural  bank.  I  went  through  their 
file  of  turn  downs.  I  said  I  would  like  to  see  who  you  turned  down, 
and  I  saw  the  names  of  people  I  had  turned  down  many  years  ago 
who  were  going  belly  up  because  they  went  to  Farmers  Home 
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Administration  or  elsewhere,  got  loans  after  I  turned  them  down.  I 
would  say  90  percent  of  the  loans  I  turned  down  that  went  belly  up. 

They  came  back  to  our  commercial  bank  and  said  "Gosh,  I  am  in 
real  trouble.  I  borrowed  too  much  money."  I  told  them  that  30 
years  ago,  but  all  of  a  sudden  in  the  last  ten  years  they  realized 
that  they  overextended,  so  there  was  a  different  way  that  could 
have  been  done,  and  I  owned  stock  in  two  different  banks.  The  one 
bank  where  I  wasn't  a  major  stockholder  went  pretty  much  as  you 
describe  today  that  commercial  banks  often  have  done:  they  quit 
making  agricultural  loans  if  there  were  any  question  whatsoever 
about  the  possibility  they  might  not  be  a  success.  Because  of  that 
we  started  another  bank,  and  I  think  this  will  happen  in  communi- 
ties where  others  are  taking  over  of  smaller  community  banks.  I 
think  it  is  a  shame.  I  still  think  there  is  a  place  for  a  locally  home- 
owned  bank. 

Because  of  that  we  put  a  group  of  people  together  in  my  little 
town  across  the  line  from  Danville.  We  are  less  than  100  miles  from 
Bloomington.  I  find  that  this  new  bank  that  we  started,  because  the 
other  bank  that  I  still  own  stock  in  wasn't  doing  the  job,  has  made  a 
lot  of  agricultural  loans.  We  have  gone  further  out  than  we  probably 
should  have,  but  the  problem  we  run  into,  and  I  am  also  hearing  this 
from  small  businesses,  is  that  we  are  overregulating  in  commercial 
banking.  The  examiners  are  young  bright  kids  who  never  ran  a  farm, 
never  ran  a  business,  never  ran  a  bank.  They  come  in  and  go  strictly 
by  the  paper.  They  look  at  a  financial  statement  or  a  P  and  L,  and 
maybe  it  doesn't  look  good  on  paper,  but  that  person  never  missed  a 
payment,  is  in  a  conforming  loan,  yet  they  will  ask  that  to  be  a 
substandard  loan,  and  we  have  to  call  it,  and  this  is  the  reason  you 
have  to  come  into  play,  and  it  always  bothered  me  that  I  would  have 
to  turn  a  customer  down  even  though  I  thought  it  was  a  good  risk. 

I  would  have  to  turn  them  down,  yet  I  could  loan  the  Federal 
Credit  Bank  money  so  that  they  could  loan  it  back  to  the  Farmers 
Home  Administration  and  the  person  could  go  across  the  street  and 
borrow.  The  customer  would  say  "look  at  that  stingy  banker  there, 
he  doesn't  know  a  thing  about  farming."  It  could  have  been  done  a 
different  way. 

I  am  not  saying  you  aren't  doing  a  good  job.  Often  those  people  I 
spoke  about  went  belly  up  finally  and  some  of  them  are  still  in  the 
process  because  we  just  delayed  the  inevitable,  so  just  relaxing 
credit  is  no  answer  for  success  on  the  farm.  We  still  have  to  do  a 
job  out  there.  So  I  do  say  I  think  we  must  keep  a  tight  rein.  I  am  a 
little  bit  concerned.  I  have  some  questions  here  I  will  provide  for 
the  record. 

When  I  ran  a  bank  we  had  free  parking  for  our  employees,  do 
you  believe  that?  We  didn't  charge  our  employees  for  parking.  We 
even  at  times  bought  uniforms  for  them  to  wear  so  everybody 
would  look  alike.  We  quit  that.  I  didn't  like  the  idea,  but  the  board 
said  try  it  sometime.  We  tried  it  for  I  expect  maybe  two  weeks. 

Mr.  Steele.  I  don't  believe  we  will  try  it,  either. 

Mr.  Myers.  No,  I  don't  suggest  you  should,  not  in  our  society 
anjrway,  but  the  things  now  we  get  accused  of  are  perks,  every  day 
business,  it  is  the  things  you  do  for  your  employees  that  make  life 
a  little  easier.  We  provided  immunization  back  years  ago,  I  thought 
it  was  a  lot  easier. 


I  thought  it  was  a  lot  cheaper  to  pay  $3  for  a  flu  shot  than  to 
have  them  off  for  a  week.  We  would  be  criticized  if  we  do  it  here 
now.  We  have  to  pay  $500  for  a  doctor  over  there  that  we  never 
see.  Well,  you  are  doing  a  good  job,  and  these  are  difficult  times,  I 
realize  that. 

Mr.  Steele.  Mr.  Myers,  I  would  like  to  make  a  comment  on  your 
opening  part.  I  did  discover  not  long  ago  that  there  are  three  stages 
in  life;  the  stage  of  youth,  the  stage  of  maturity  and  the  stage  of 
plaques. 

REDUCTION  IN  FEDERAL  WORKFORCE 

Mr.  Myers.  President  Clinton  has  proposed  reducing  the  federal 
workforce  by  four  percent  in  each  federal  agency.  What  effect 
would  this  reduction  have  on  the  Farm  Credit  Administration? 
What  impact  would  this  have  on  farmers? 

Mr.  Steele.  A  4-percent  reduction  in  the  Farm  Credit  Adminis- 
tration workforce  would  mean  a  reduction  of  18.6  FTEs  from  our 
FY  1993  staffing  of  464.  Unlike  other  Federal  agencies  that  provide 
programmatic  assistance,  FCA's  staffing  is  driven  by  the  size  of  the 
System  or  the  size  of  the  problem.  At  the  present  time,  the  System 
continues  to  consolidate,  and,  for  the  most  part,  is  performing  well 
financially.  Over  the  past  few  years,  FCA  has  responded  positively 
and  downsized  on  its  own  initiative,  thus,  providing  savings  to 
farmer-borrowers  through  lower  assessments.  During  the  next  few 
years,  we  will  continue  to  respond  in  this  manner  if  these  same 
trends  continue.  However,  the  key  to  this  issue  is  the  agency's  abil- 
ity to  manage  its  reductions  or  increases  in  an  orderly  fashion  and 
based  upon  the  needs  of  the  time.  If  not,  the  risks  to  the  farmer 
can  be  substantially  more  than  the  assessments  saved  by  reducing 
a  few  FTEs. 

For  example,  in  its  credit  report  on  the  System,  the  rating 
agency  Moody's  said,  "The  focus  of  the  FCA  is  ensuring  safety  and 
soundness  of  the  Farm  Credit  System.  In  the  past  few  years,  the 
FCA  has  worked  to  expand  and  train  its  supervisory  force  and  to 
improve  its  examination  procedures.  This  strengthened  supervision 
enhances  debtholder  protection," 

The  funds  loaned  by  the  System  to  its  farmer-borrowers  are 
based  in  part  on  the  spread  it  has  over  Treasuries.  Today,  that 
spread  is  less  that  8  basis  points  over  Treasuries,  down  from  80 
basis  points  in  1988.  System  debtholders  are  willing  to  accept  these 
lower  yields,  in  part,  because  they  have  confidence  in  the  level  of 
Government  oversight.  Each  "one"  basis  point  reduction  equals 
$5.5  million  in  interest  costs  that  farmers  don't  pay.  To  make  a 
similar  contribution  to  cost  reduction,  FCA  would  need  to  reduce 
about  84  FTEs. 

The  FCA,  as  a  non-appropriated  agency,  may  not  as  a  matter  of 
law  be  affected  by  the  President's  plan.  However,  we  are  commit- 
ted to  cooperating  with  efforts  to  solve  the  country's  economic 
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problems.  In  this  light,  the  FCA  Board  would  do  whatever  it  could 
to  further  the  national  objectives.  Until  we  know  more  about  the 
approach  to  be  used  to  achieve  a  4-percent  workforce  reduction,  we 
cannot  project  the  impact  on  the  Agency.  As  a  small  agency,  many 
of  our  positions  are  one-of-a-kind  positions  that  must  be  filled  if 
they  become  vacant  so  reductions  by  attrition  or  a  hiring  freeze 
can  be  disruptive. 

Another  reduction-in-force  could  be  detrimental  because  we  al- 
ready had  two  last  year,  and  a  reduction-in-force  almost  always  af- 
fects more  people  than  those  who  are  actually  separated.  The 
impact  on  farmers  would  probably  be  a  reduction  in  their  costs  be- 
cause the  Farm  Credit  Administration  assessments  would  be  re- 
duced. On  the  other  hand,  the  risk  to  farmers  may  be  increased  if 
the  Farm  Credit  Administration's  supervisory,  regulatory,  and  ex- 
amination activities  are  adversely  affected. 

SYSTEM  STRUCTURE 

Mr.  Myers.  What  is  the  reason  for  the  trend  in  the  increased 
number  of  direct  lending  associations  subject  to  annual  examina- 
tion by  the  Farm  Credit  Administration? 

Mr.  Steele.  Provisions  of  the  Agricultural  Credit  Act  of  1987 
enable  Farm  Credit  Banks  to  transfer  their  authority  to  make  long- 
term  real  estate  mortgage  loans  to  agent  associations,  Federal  Land 
Bank  Associaitons — FLBAs — creating  direct  lenders  known  as  Fed- 
eral Land  Credit  Associations — FLCAs.  Other  provisions  of  the  1987 
Act  permit  mergers  of  FLBAs  and  production  Credit  Associations — 
PCAs — to  form  Agricultural  Credit  Associations — ACAs — which  can 
provide  both  short-  and  long-term  loans.  As  a  result  of  these  fairly 
new  authorities,  there  has  been  a  significant  decline  since  1988  in 
the  number  of  FLBAs  as  they  have  converted  to  FLCAs  or  merged 
with  PCAs  to  form  ACAs. 

The  increase  in  direct  lenders  in  certain  Farm  Credit  districts  re- 
flects the  philosophy  of  the  Farm  Credit  Bank  that  sees  its  role  as 
that  of  a  wholesale  lender  providing  leadership,  funding,  and  other 
services  to  its  affiliated  direct-lender  associations.  Direct-lender  as- 
sociations benefit  because  they  have  the  authority  to  make  the 
totfd  loan  decision,  e.g.,  pricing,  new  loan  programs  and  products, 
and  financially  related  services,  at  the  local  level  based  on  the 
needs  of  their  customers. 

PRIVATE  sector  PARTICIPATION 

Mr.  Myers.  What  efforts  are  made  by  the  Farm  Credit  Adminis- 
tration to  involve  more  private  sector  participation? 

Mr.  Steele.  During  1992  the  FCA  adopted  final  regulations  that 
provided  additional  regulatory  direction  for  Farm  Credit  System — 
System — institutions  to  sell  loans  to  lenders  that  are  not  FCS  lend- 
ers. The  regulation  also  provided  direction  for  System  institutions 
to  implement  their  authorities  to  purchase  and  sell  loans  for  pool- 
ing purposes  relative  to  Farmer  Mac  activities.  In  addition,  the  reg- 
ulations further  clarified  and  provided  greater  flexibility  for 
System  institutions  to  purchase  from  and  sell  to  lenders  that  are 
not  System  institutions  participation  interests  in  agricultural  relat- 
ed loans. 
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The  FCA  also  has  in  place  regulations  that  provide  direction  to 
the  Farm  Credit  Banks— FCBs — and  Federal  Intermediate  Credit 
Bank — FICB — of  Jackson  for  the  establishment  and  administration 
of  lending  relationships  with  other  financial  institutions — OFIs. 
The  OFIs  historically  have  been  commercial  banks  and  agricultural 
loan  companies  that  have  made  loans  to  farmers  and  agricultural 
businesses.  The  FCBs  and  FICB  have  the  statutory  authority  to  es- 
tablish lending  relationships  with  the  OFIs  and  discount  the  agri- 
cultural loans  made  by  the  OFIs,  subject  to  the  System  eligibility 
requirements  established  in  12  CFR  part  613. 

The  System  institutions  have  used  the  various  loan  purchase  and 
sale  and  loan  participation  authorities  to  varying  degrees  in  con- 
cert with  other  lenders.  Previous  regulatory  guidelines  oftentimes 
served  as  roadblocks  to  effectively  using  such  authorities.  With  the 
amendments  to  the  regulations  that  were  adopted  during  1992,  the 
FCA  has  effectively  removed  the  regulatory  roadblocks  and  provid- 
ed the  System  institutions  with  much  new  flexibility. 

Mr.  DuRBiN.  Mr.  Myers,  whatever  happened  to  those  uniforms 
President  Nixon  bought  down  at  the  White  House? 

Mr.  Myers.  I  think  it  was  only  an  idea.  I  don't  think  he  ever 
bought  them.  He  had  maybe  two  or  three  and  they  went  out  the 
window  real  quick,  too.  He  learned  the  lesson  the  hard  way. 

Mr.  DuRBiN.  We  could  have  sent  them  over  to  your  bank. 

Mr.  Myers.  You  be  careful,  they  don't  wear  uniforms  at  the 
White  House  anymore,  not  even  the  military,  so  be  careful  in  that 
area.  [Laughter.] 

Mr.  DuRBiN.  Mr.  Peterson. 

Mr.  Peterson.  John,  before  you  leave,  I  think  they  are  going  to 
start  charging  a  fee  for  the  elevators. 

Mr.  Myers.  You  know,  in  Indiana  we  have  done  away  with  pay 
bathrooms,  but  I's  sure  they  are  going  to  put  them  in  there  again. 
Our  chaplain,  he  is  paid,  they  are  going  to  have  a  dial  a  prayer  now. 

FARM  CREDIT  LENDING 

Mr.  Peterson.  Well,  Mr.  Chairman,  I  don't  think  this  is  a  very 
good  act  to  follow  actually.  John  is  not  only  well  regarded  in  his 
knowledge  of  this  subject  but  also  humorous  as  well. 

In  this  success  that  you  have  reported,  you  have  made  a  major 
turnaround  here  since  1986.  Of  course,  that  was  probably  brought 
on  by  the  calamities.  As  I  understand  it,  your  reason  to  be  is  to 
take  care  of  that  term;  is  that  not  true?  When  agriculture  is  in 
trouble,  when  all  the  other  tinancial  institutions  have  locked  their 
doors  to  agriculture  loans,  you  are  supposed  to  be  there  to  take 
care  of  these  folks,  is  that  what  I  heard  you  tell  the  Chairman? 

Mr.  Steele.  Well,  the  Farm  Credit  System  is  there  as  a  competi- 
tive source  of  credit.  They  are  not  the  lender  of  last  resort  howev- 
er. That  is  the  Farmers  Home  Administration.  As  the  oversight 
regulator  of  the  System,  we  have  that  tedious  job  of  projecting 
what  is  coming  down  the  road  so  that  our  team  of  examiners  can 
properly  evaluate  the  qusdity  of  the  portfolio,  and  we  are  seeing 
things  going  on  in  the  past  two  or  three  years,  even  though  these 
are  very  good  and  profitable  years  for  the  system,  there  are  still 
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things  we  have  to  watch  very  closely,  and  to  keep  them  safe  and 
sound  for  future  generations. 

Mr.  Peterson.  Well,  in  your  exaiminations  and  in  this  turna- 
round that  has  occurred,  have  you  seen  the  institutions  that  you 
regulate  tighten  up  their  credit  practices  over  what  they  had  ex- 
pressed previously?  Are  you  the  good  banker  versus  the  guy  across 
the  street  that  John  was  talking  about,  the  bad  banker?  Are  you 
taking  these  risks  that  the  commercial  bank  would  not  take? 

Mr.  Steele.  The  Farm  Credit  System,  as  we  think  back  to  the 
early  1980s,  was  involved  in  certain  areas  of  the  Nation  in  collater- 
al lending.  That  no  longer  is  the  case.  We  watch  this  very  careful- 
ly, and  the  loan  officers  in  working  with  the  farmer-rancher  works 
with  him  closely  enough  so  that  when  a  loan  is  being  consummated 
repajrment  is  likely,  so  I  believe  that  the  great  difference  between 
the  specialty  area  of  the  Farm  Credit  System  and  agriculture  to 
many  other  banks,  is  understanding  and  knowing  the  intricacies  of 
agriculture,  whether  it  be  weather,  whether  it  be  the  marketplace, 
internationally,  domestically,  the  cost  of  operation,  but  by  a  great 
extent  the  capability  of  management,  and  the  competence  of  man- 
agement. It  is  a  specialized  entity. 

Mr.  Peterson,  Has  there  been  an  acknowledgment  that  bad 
farmers  should  go  out  of  business?  Have  you  seen  the  examination 
process  making  determinations  that  farmers  just  can't  run  an  oper- 
ation on  the  back  of  an  envelope  anymore?  That  you  have  to  have 
some  management  experience,  you  have  to  have  some  depth  of  un- 
derstanding of  that  business  far  beyond  what  was  ever  required 
before? 

Mr.  Steele.  About  80  percent  of  agriculture's  product  today,  of 
food  and  fiber  is  produced  by  probably  20  percent  of  the  farmers. 
They  are  full-time  businesses.  We  also  have  a  large  number  of  part- 
time  farmers.  These  part-time  farmers  oftentimes  are  involved  in 
agriculture  because  they  enjoy  it.  They  want  to  raise  a  family 
there,  and  they  will  subsidize  that  operation  from  the  income  from 
other  sources.  So  that  is  part  of  the  structure,  so  as  we  think  of  the 
Farm  Credit  System,  they  serve  both  of  these  entities,  but  to  those 
individuals  that  raise  that  80  percent  of  the  product  had  to  be 
sound  business  people. 

My  son  is  a  farmer  and  a  livestock  producer,  and  he  is  a  member 
of  something  called  "The  Survivors."  There  are  about  25  of  them 
meet  once  a  month  at  5:00  in  the  morning  to  kick  back  and  forth 
what  they  do  to  overcome  the  challenges  and  the  obstacles,  and 
really  there  in  rests  the  core  of  your  point.  The  survivors  are  very 
competent  business  people.  If  they  covQd  not  compete  through  their 
management  skills  or  other  factors,  they  are  not  there  today  with 
very  few  exceptions.  The  exception  would  be  a  bad  weather  condi- 
tion for  four  or  five  or  six  years,  wliich  did  occur  in  many  parts  of 
the  country,  but  by  and  large  the  farmers  that  are  there  today  are 
sound  business  people  or  are  part-time  farmers  and  they  w£int  to  be 
in  the  business. 

Mr.  Byrne.  If  I  can  just  give  you  one  number  here  to  give  you  an 
idea  of  the  difference  between  the  Farm  Credit  System  and  com- 
mercial banks  that  do  primarily  agricultural  lending,  and  there  are 
differences  in  an  objective  sense  in  that  if  you  look  at  the  nonper- 
forming  loans  as  a  percentage  of  total  assets  what  you  will  find, 
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and  this  is  as  of  June  30,  1992,  is  that  the  Farm  Credit  System's 
nonperforming  loans  will  tend  to  be  between  3  and  4  times  as  high 
as  those  of  commercial  banks  that  do  primarily  agricultural  lend- 
ing, so  even  though  the  System  is  doing  much,  much  better,  it  is 
clear  that  they  do  take  on  a  different  t5rpe  in  an  objective  sense  of 
farmers  than  just  the  commercial  ag  banks. 

Mr.  Peterson.  Okay.  Does  that  impact  on  some  of  your  expenses, 
because  your  expenses  are  higher  in  comparison  to  a  commercial 
bank  by  at  least  in  some  cases  four  times? 

FCA  OPERATING  EXPENSES 

Mr.  Byrne.  What  expenses  are  those? 

Mr.  Peterson.  Your  operating  expenses. 

Mr.  Byrne.  In  the  Farm  Credit  System?  If  you  look  at  the  over- 
sight costs  actually,  if  you  add  insurance  and  oversight  in  the  com- 
mercial banking  sector  in  1991  they  paid  17.5  basis  points  on 
assets.  In  1993  they  will  pay  19.5  basis  points.  The  Farm  Credit  Ad- 
ministration, including  insurance  and  oversight,  the  farmers  paid 
or  the  institutions  paid  18.5  basis  points  in  1991.  We  anticipate 
they  will  pay  18.4  basis  points  in  1993.  So  whereas  prior  to  1991  it 
was  true  that  the  commercial  banking  oversight  and  insurance 
process  was  cheaper,  in  1993  actually  the  Farm  Credit  Administra- 
tion, and  the  Farm  Credit  System  Insurance  Corporation  actually 
are  less  expensive. 

Mr.  Peterson.  And  this  is  because  of  management  practices  that 
you  have  changed  or  is  it  just  a  matter  of  the  money  market  proc- 
ess? 

Mr.  Byrne.  I  think  it  is  a  combination  of  the  two  things.  That 
does  not  include  the  money  market  process.  That  is  a  different 
process.  This  is  just  the  oversight  and  insurance.  I  think  two  things 
have  happened.  One  is  the  Farm  Credit  Administration  and  the  In- 
surguice  Corporation  have  kept  their  costs  relatively  stable.  Assets 
have  not  grown  appreciably,  but  our  costs  have  actually  been 
stable,  but  for  the  commercial  banks,  their  costs  of  insurance  in 
particular  have  increased  substantially. 

FARMER  DEBT 

Mr.  Peterson.  Okay.  I  will  wind  this  up.  You  noted  that  80  per- 
cent of  the  farmers  are  in  some  way  burdened  with  debt.  What  per- 
centage of  that  80  percent  would  you  suppose  engages  in  some  way 
in  the  farm  credit  process  that  you  oversee? 

Mr.  Steele.  Well,  percentage  of  the  market,  since  the  middle 
1980s  the  Farm  Credit  System  has  lost  market  share,  I  believe  they 
are  just  under  26  percent  of  the  $140  billion  in  farm  sector  debt  £is 
of  yearend  1992  as  compared  to  34  percent  before.  So  that  share  is 
down.  The  long-term  lending  of  a  higher  percentage  than  the  short 
term.  Its  share  of  nonreal  estate  secured  debt  was  about  17  percent, 

Mr.  Peterson.  Can  you  account  for  the  change? 

Mr.  Steele.  Yes,  in  the  middle  1980s,  as  the  Farm  Credit  System 
was  in  financial  straits,  there  were  two  factors.  There  were  foreclo- 
sures and  commercial  banks  endeared  some  of  the  better  quality 
loans  into  their  ranks. 
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Mr.  Peterson.  Finally,  can  you  anticipate  what  kind  of  budget 
request  you  will  come  forward  with  on  your  operating  expenses 
this  year? 

Mr.  Steele.  I  can't  tell  you  what  it  is  because  the  President 
hasn't  released  it  yet. 

Mr.  Peterson.  You  haven't  told  him? 

Mr.  Steele.  Yes,  yes,  we  have  told  the  President. 

Mr.  Peterson.  'Thank  you,  Mr.  Chairman. 

Mr.  DuRBiN.  Mr.  Pastor. 

Mr.  Pastor.  Well,  I  was  going  to  follow  through  with  that  ques- 
tion, but  first  of  all,  good  morning,  pleasure  meeting  you  for  the 
first  time.  In  your  statement  on  page  two  you  indicate  a  limited 
number  of  these  have  high  enough  debt-to-asset  ratios  that  would 
pose  a  concern  if  either  expenses  were  to  increase  or  receipts  were 
to  decline  significantly.  How  do  you  define  a  limited  number? 

Mr.  Steele.  Well,  the  limited  number  is  taken  from  the  quality 
of  loans  from  our  examination  team.  As  we  examine  the  institu- 
tions we  have  a  quality  control  program  of  those  institutions  in  the 
portfolios,  the  sampling  of  the  portfolios.  We  didn't  use  a  number 
as  opposed  to  the  phrase,  but  we  do  have  that  information. 

Mr.  Pastor.  Well,  give  me  a  ballpark  figure  of  the  number.  Is  it 
10,  15,  200? 

Mr.  Steele.  I  can't  give  you  a  ballpark. 

Mr.  Pastor.  At  all? 

Mr.  Steele.  No. 

Mr.  Pastor.  Why  would  you  put  it  in  the  statement? 

Mr.  Steele.  I  would  be  pleased  to  send  you  a  statement  that  will 
give  you  more  detailed  information. 

[The  information  follows:] 

We  estimate  that  about  5  percent  (roughly  30,000)  of  the  farms  with  annual  sales 
over  $40,000  were  in  what  the  USDA  refers  to  as  a  vulnerable  financial  position  at 
the  outset  of  1993.  This  category  consists  of  those  farm  operators  who  have  a  debt- 
to-asset  ratio  of  40  percent  or  more  and  a  n^ative  net  farm  income.  Our  estimate  is 
based  on  recently  published  results  from  the  1990  Farm  Ckwt  and  Returns  Survey 
and  our  knowledge  of  overall  farm  sector  financial  performance  during  the  past  two 
years. 

We  note  that  about  three-fourths  of  roughly  120,000  farm  operators  in  the  vulner- 
able position  during  1990  had  farm  sales  of  under  $40,000.  But  the  vast  majority  of 
these  have  significant  levels  of  off-farm  income.  Thus,  these  smaller  farm  operators 
are  much  less  susceptible  to  swings  in  farm  prices  than  are  the  larger  farm  opera- 
tors more  fully  engaged  in  fanning.  The  financial  well-being  of  small  operators  is 
more  closely  tied  to  local  and  national  economic  developments. 

I  might  add  that  our  concern  about  those  operators  with  high  debt-to-asset  ratios 
is  because  they  owe  about  one-half  of  the  farm  debt  to  all  lenders.  USDA's  1990 
survey  found  21  percent  of  the  debt  owed  by  vulnerable  operators  and  another  26 
percent  by  those  classified  as  marginally  solvent.  The  latter  have  a  debt-to-asset 
ratios  over  40  percent,  but  also  positive  net  farm  income. 

Mr.  Pastor.  Okay.  Thank  you,  appreciate  it.  You  also  on  page  12 
talk  about,  unlike  other  Federal  financial  institution  regulators, 
the  Farm  Credit  Administration  is  committed  to  serving  agricul- 
ture by  assuring  that  farmers  have  access  to  sound,  competitive 
and  constructive  credit.  People  who  are  in  the  small  business  area 
are  concerned  today  that  banks  are  overregulated  and  do  not  have 
access  to  credit,  and  they  call  it  the  credit  crunch.  Now,  are  we 
having  a  credit  crunch  in  the  farming  agricultural  area  due  to 
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your  examiners  maybe  being  more  conservative  than  they  should 
be  and  do  farmers  really  have  access  to  sound,  competitive  and  con- 
structive credit? 

Mr.  Steele.  Well,  the  answer  to  that,  Mr.  Pastor,  goes  to  the 
point  of  the  farmer  that  is  a  risk,  a  reasonable  risk,  and  here 
again,  it  is  a  judgmental  factor.  This  reasonable  risk  may  well  be 
on  management  capability.  It  may  be  on  current  debt.  It  may  be  on 
his  history,  but  if  there  is  a  creditworthy  farmer,  there  is  ample 
credit  available  for  that  farm  family. 

Mr.  Pastor.  Well,  that  is  like  many  small  business  people.  They 
don't  really  need  the  loan.  They  won't  give  you  a  loan  when  you 
don't  need  it.  Are  the  farmers  in  the  same  situation  due  to  your 
regulations? 

Mr.  Steele.  I  would  say  the  vast  majority  are  not  in  that  condi- 
tion. The  vast  majority  of  farmers  that  are  commercial  farmers  are 
in  farming  for  a  business  do  have  adequate  credit  available  to 
them. 

Mr.  Pastor.  The  last  one,  I  won't  ask  you  for  a  figure,  monetary 
figure,  but  in  your  proposed  1994  budget  you  will  ask  for  the  re- 
sources. Are  you  asking  for  additional  personnel?  What  are  some  of 
the  things  you  are  asking  for  in  the  generic  sense? 

Mr.  Steele.  For  1994? 

Mr.  Pastor.  Yes,  sir. 

Mr.  Steele.  For  1994  we  are  not  asking  for  more  people.  We  are 
on  the  down  trend  of  people  because  of  efficiencies  that  we  are 
building  up.  We  did  implement  a  new  salary  compensation  pro- 
gram a  year  ago.  That  new  program  enables  us  now  to  be  competi- 
tive with  other  regulators. 

Mr.  Pastor.  So  some  of  the  cost  or  additional  resources  will  be 
people  costs,  additional  increases  in  salaries,  et  cetera? 

Mr.  Steele.  But  fewer  people. 

computerization 

Mr.  Pastor.  Fewer  people,  right.  What  about  your  computeriza- 
tion? How  is  that  proceeding?  I  know  that  you  have  access  in  the 
hard  equipment.  Are  additional  resources  needed  to  implement  the 
Ogden  report? 

Mr.  Steele.  We  have  frozen  the  outlay  of  money  for  people  and 
new  equipment  for  1993.  Until  the  Ogden  report  is  finalized,  which 
will  take  a  good  share  of  this  year,  we  will  not  know  what  the  rec- 
ommendations will  be.  In  all  lUsielihood  these  recommendations  will 
be  geared  to  efficient  use  of  the  equipment,  of  the  software,  hard- 
ware and  a  more  efficient  use  of  people,  but  I  cannot  project  what 
it  will  end  up  so  far  as  equipment  purchases  or  software  purchases. 
We  do  know  that  we  will  need  some  software  purchases  this  fiscal 
year  for  our  Financial  Management  Program. 

Mr.  Peterson.  Will  the  gentleman  yield  for  a  second? 

Mr.  Pastor.  Okay. 

Mr.  Peterson.  Given  the  state  of  the  art  with  data  processing, 
why  does  it  take  a  year  to  determine  what  kind  of  computer  orga- 
nization you  need?  You  are  not  the  only  people  who  are  dealing 
with  financial  institutions  and  I  just  don't  understand  why  it  takes 
so  long  to  get  this  kind  of  data  back. 
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Mr.  Steele.  Are  you  talking  about  the  study? 

Mr.  Peterson.  The  study,  yes. 

Mr.  Steele.  Well,  the  Riso-Dempsey  study  was  finalized  over  a 
year  ago,  and  one  of  the  recommendations  that  they  had  was  that 
because  of  the  time  element  they  did  not  have  time  to  study  the 
information  resource  management  area,  but  they  knew  that  we 
needed  to  study  it,  so  it  was  a  recommendation  that  we  proceed  to 
do  it,  so  then  we  issued  a  contract  and  hired  the  Ogden  govern- 
ment services  entity  to  make  this  study,  and  we  have  put  consider- 
able effort  in  this  time  wise.  It  is  just  that  it  takes  that  long  to  do 
it.  It  is  an  in-depth  study  and  they  have  only  finished  the  first 
phase.  There  is  much  work  to  be  done. 

Mr.  Peterson.  That  is  surprising.  It  just  seems  like  something 
like  that  ought  to  be  able  to  get  done  a  lot  faster. 

Mr.  Steele.  I  understand. 

Mr.  Pastor.  The  reason  I  ask  this  is  because  in  the  conclusion 
you  say  that  the  computer  technology  study  will  be  completed  in 
June  of  1993,  which  is  a  couple  of  months  from  now,  and  I  would 
have  thought  that  the  people  who  were  working  with  this  study 
could  have  anticipated  what  would  be  some  of  the  resources  needed 
for  1994  so  that  you  could  start  implementing  these  immediately. 
So  are  you  telling  me  that  you  are  going  to  weiit  until  June  of  1993 
to  get  the  report,  and  then  wait  a  year  before  you  implement  it? 
Or,  are  you  going  to  ask  for  resources  in  the  year  1994  budget  so 
that  you  can  implement  it  within  that  year  and  become  more  effec- 
tive? 

Mr.  Steele.  As  you  know,  Mr.  Pastor,  in  government,  you  have 
to  project  one  year  in  advance  on  your  budgets,  and  so  it  was  im- 
possible for  us  to  determine  the  outcome  of  this  study  because  it 
hadn't  even  started  then,  but  we  will  implement  it  as  soon  as  prac- 
ticable. 

In  1993  we  have  budgeted  sufficient  resources  so  that  the  board 
is  considering  now  two  giitematives.  We  have  worked  with  both  the 
Treasury  Department  and  OMB  to  improve  our  financial  computer- 
ization so  that  we  can  have  this  program  in  place.  The  equipment 
is  there  now  in  calendar  year  1993  so  that  we  will  be  meeting  the 
core  financial  standards  by  1994.  So,  yes,  we  will  not  wait.  We  will 
progress,  but  we  must  take  these  a  step  at  a  time  as  pertains  to  the 
Ogden  study,  so  the  Ogden  study  is  separate  from  the  core  finan- 
cial that  I  just  made  mention  of. 

Mr.  Pastor.  So  we  are  not  talking  about  additional  personnel 
but,  because  of  a  new  compensation  program,  you  are  seeking  in- 
creases in  salaries  for  a  lesser  number  of  people.  What  other  antici- 
pated new  costs  do  you  have  for  the  1994  budget  that  requires  an 
increase  in  budget,  in  money? 

Mr.  Steele.  Well,  as  I  mentioned,  we  do  need  some  software 
packages  in  the  IRM  area,  about  85  percent  of  our  budget  is  sala- 
ries, benefits  and  travel,  so  you  see  we  don't  have  very  much  of 
other  money  uses  that  is  going  to  vary  that  much.  Of  course,  the 
hardware  and  software  is  included  in  the  remaining  15  percent. 

Mr.  Pastor.  I  was  just  trying  to  anticipate  what  were  some  of 
your  requests.  You  were  asking  for  an  increase  in  the  budget  and  I 
was  just  trying  to  anticipate  your  additional  needs.  I  was  trjdng  to 
get  an  idea  what  you  were  going  to  ask  for. 


628 

Mr.  Steele.  A  year  ago  we  froze  expenses  for  training.  Some  of 
that  will  be  rejuvenated  because  we  are  training  intensively,  so 
that  the  people  do  have  to  be  trained  on  a  continuing  basis. 

We  will  also  need  to  have  a  contract  for  an  internal /external  risk 
analysis  of  the  System.  That  is  part  of  the  1994  budget  request. 

Mr.  Pastor.  What  kind  of  costs  do  you  anticipate  for  that  study? 

Mr.  Steele.  We  project  that  will  run  between  $200,000  to 
$250,000. 

Mr.  Pastor.  Okay.  Thank  you  very  much. 

Mr.  DuRBiN.  Thanks,  Mr.  Pastor.  Mr.  Walsh. 

FARM  credit  BANK  OF  SPRINGFIELD 

Mr.  Waush.  Thank  you,  Mr.  Chairman.  Thank  you  for  your  testi- 
mony, Mr.  Steele.  We  had  a  poor  corn  crop  in  upstate  New  York 
this  year,  a  good  portion  of  the  State,  and  so  the  farmers  are  going 
to  have  a  hard  time  paying  off  their  loans.  This  is  probably  going 
to  put  an  additional  financial  burden  on  lenders  in  the  Northeast, 
and  it  is  going  to  cause  problems  for  an  already  weakened  credit 
system.  Can  you  tell  us  what  the  status  is  of  the  Farm  Credit 
Banks  of  Springfield? 

Mr.  Steele.  The  Farm  Credit  Bank  of  Springfield  is  a  very  strong 
bank,  well  managed  with  a  board  of  directors  that  are  very  profes- 
sional, an  outside  board  member  that  is  also  a  very  strong  addition 
to  the  board.  As  you  know,  the  Springfield  Bank,  as  we  think  of 
that  part  of  the  country,  New  York,  New  Jersey,  and  the  New  Eng- 
land States,  have  been  for  a  period  of  time  under  a  great  deal  of 
pressure  of  urbanization.  Much  of  the  land  is  going  from  agricul- 
ture to  industry  to  housing,  but  that  bank  has  performed  very, 
very  well  through  the  years. 

Mr.  Walsh.  Historically  it  has  been,  at  least  in  my  brief  history 
here  of  four  years,  it  has  been  very  strong,  but  there  is  some  word 
that  there  is  a  we£ikening  of  its  situation.  Can  you  comment  on 
that? 

Mr.  Steele.  As  a  regulator  we  examine  each  direct  lending  insti- 
tution in  the  Springfield  Bank  at  least  annually;  so  we  do  keep  a 
close  eye,  and  as  I  say,  it  is  under  very  strong  management  and  a 
strong  board  and  a  solid  bank. 

Mr.  Walsh.  So  in  your  estimation,  then,  there  is  not  a  problem 
at  Springfield  Bank? 

Mr.  Steele.  No,  there  is  not  a  problem. 

FARM  CREDIT  BANK  OF  JACKSON 

Mr.  Walsh.  That  is  good  to  hear.  Thank  you.  Can  you  tell  me, 
having  spent  four  years  over  on  the  authorizing  committee,  one 
constant  source  of  friction  was  the  Credit  Bank  of  Jackson  and  the 
merger  with  Farm  Credit  Bank.  Can  you  tell  us  what  the  status  of 
that  is? 

Mr.  Steele.  Yes,  I  would  be  pleased  to.  The  FCA  board  took 
action  just  a  couple  of  weeks  ago  at  the  request  of  the  boards  of 
directors  of  both  Jackson  and  Columbia  and  the  management  to 
extend  merger  completion  date  until  the  31st  of  October,  1993.  The 
Board  ascertained  that  the  letter  represented  a  bona  fide  good  faith 
agreement  to  merge  and  that  the  merger  could  reasonably  be  com- 
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pleted  by  October  31,  1993.  Therefore  we  granted  the  one-time  ex- 
tension allowed  in  the  1992  Act. 

Of  course,  none  of  us  know  what  might  occur  between  now  and 
then,  but  everjrthing  in  evidence  to  us  now  would  suggest  that 
their  preliminary  studies  and  research  and  the  commitment  there 
would  tend  to  believe  that  it  is  apt  to  happen. 

Mr.  Walsh.  Is  there  any  possibility  it  could  be  extended  further 
if  they  were  close  to 

Mr.  Steele.  No,  it  is  not  possible. 

Mr.  Walsh.  That  is  it.  It  occurs  by  then  or  it  doesn't? 

Mr.  Steele.  That  is  right. 

Mr.  Walsh.  Thank  you. 

Mr.  Steele.  You  are  welcome. 

Mr.  DuRBiN.  Mr.  Skeen. 

administration  agriculture  proposals 

Mr.  Skeen.  Thank  you,  Mr.  Chairman.  Mr.  Steele,  good  to  see 
you  again.  I  apologize  for  not  being  here  earlier,  but  I  had  to  testify 
before  another  committee,  and  you  understand  how  this  process 
goes.  If  I  ask  you  a  question  that  has  been  asked  before,  I  apologize 
for  that  as  well.  The  administration  is  proposing  to  cut  agricultural 
programs  by  $8  billion  imposing  additional  user  fees,  and  increas- 
ing from  15  percent  to  25  percent  the  amount  of  so-called  triple 
based  acreage  which  the  farmer  would  be  unable  to  qualify  for  crop 
deficiency  pa3mients  for  certain  commodities. 

In  my  view  this  would  result  in  a  substantial  loss  of  income  to  a 
lot  of  farmers.  What  is  your  assessment  of  the  potential  effects  of 
this  plan? 

Mr.  Steele.  Mr.  Skeen,  I  would  like  to  answer  your  question 
based  on  about  three 

Mr.  Skeen.  Has  this  question  been  asked  of  you  before? 

Mr.  Steele.  No,  that  has  not  been  asked,  right  out  of  the  box.  We 
had  visitors  in  our  office  this  last  week  from  a  State  expressing 
great  grave  concerns  on  the  point  that  you  mentioned.  Also  this 
past  week  or  two  weeks  ago  we  had  a  series  of  meetings  with  the 
associations.  We  have  met  with  one-third  of  the  associations. 
During  those  sessions  the  farmers  and  ranchers  brought  up  words 
of  concern.  I  would  say  that  there  is  nervousness,  there  is  worry, 
and  there  is  an  absolute  feeling  that  where  agriculture  has  for  a 
number  of  years  now  geared  their  financial  program  of  repayment 
of  loans  to  a  source  of  income  that  you  make  mention  of,  they  are 
saying  we  won't  be  able  to  make  it  if  it  is  cut  back  that  much.  Also, 
the  energy  point. 

Mr.  Skeen.  So  it  affects  the  ability  to  pay  back? 

Mr.  Steele.  That  is  right.  It  was  brought  to  our  attention  dra- 
matically, the  ability  to  pay  back  will  be  much  limited.  We  were 
advised  by  some  of  our  visitors  that  some  of  the  stronger,  meaning 
more  capable  managers  can't  make  their  payments  to  repay  their 
debts  until  that  check  comes,  and  they  are  really  worried  about 
some  of  the  things  that  have  been  proposed. 
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BANKS  SOUNDNESS 


Mr.  Skeen.  What  does  this  do  to  your  lending  institutions  as  far 
as  ranking  an  increased  number  of  banks  to  5s  and  4s? 

Mr.  Steele.  Until  we  know  for  sure  what  is  going  to  happen  we 
can't  answer  that,  but  if  that  decrease  does  really  occur,  this  will 
cause  a  change  in  the  quality  of  the  portfolio.  Now,  whether  that 
will  change  the  CAMEL  ratings,  I  couldn't  say.  It  depends  on  the 
volume,  but  it  is  going  to  change  the  portfolio  profile. 

Mr.  Byrne.  I  think  it  is  an  excellent  point,  Mr.  Skeen.  One  of  the 
things  that  we  have  been  looking  at  is  the  completion  of  a  risk 
analysis  study,  and  that  is  exactly  why  we  need  to  do  that.  I  am 
not  sure  there  are  any  regulators  who  have  quantifiable  data  that 
tells  what  happens  to  the  institutions  under  their  jurisdiction  if 
some  external  shock  like  you  are  talking  about  occurs,  and  so  that 
is  one  of  the  reasons  that  we  would  like,  within  the  next  24  months 
or  so,  to  proceed  with  a  risk  analysis  study  so  that  we  can  put  num- 
bers on  the  kinds  of  questions  you  are  asking.  Right  now  there  is 
no  way  to  quantify  that,  but  with  some  risk  analysis  models,  we 
hope  to  get  to  a  point  where  we  can  say  if  that  kind  of  shock 
occurs,  then  we  would  anticipate  and  we  could  hopefully  give  you 
some  parameters,  on  its  impact  on  the  System.  We  can't  do  that 
today,  but  hopefully  in  a  year  or  two  we  will  be  able  to. 

Mr.  Skeen.  Who  would  do  that  risk  analysis? 

Mr.  Byrne.  It  would  have  to  be  done  externally. 

Mr.  Skeen.  A  contract? 

Mr.  Byrne.  Right.  Nothing  is  set  up  at  this  point,  but  it  is  some- 
thing we  have  talked  about  doing  and  something  we  would  like  to 
do  in  the  future.  It  would  have  to  be  done  externally,  though. 

energy  tax 

Mr.  Skeen.  What  effect  would  an  energy  tax  have  on  farmers? 

Mr.  Steele.  This  was  the  other  point  that  these  folks  have  men- 
tioned. The  research  study  that  I  had  seen  from  a  general  farm  or- 
ganization, the  economists  there  showed  figures  of  over  $20  per 
acre  in  added  tax  for  each  acre  of  corn.  The  figure  that  I  saw  v;..s  I 
believe  $1,073  for  500  acres,  and  that  is  the  tax  on  fuel,  propane, 
diesel  as  well  as 

Mr.  Skeen.  Electric? 

Mr.  Steele.  I  have  been  away  from  the  farm  too  long.  Anhydrous 
ammonia. 

Mr.  Skeen.  Anhydrous  ammonia.  That  would  be  covered  under 
the  energy  tax  as  well? 

Mr.  Steele.  Yes. 

Mr.  DuRBiN.  If  the  gentleman  would  yield. 

Mr.  Skeen.  I  will  yield. 

Mr.  DuRBiN.  That  question  came  up  last  week  and  I  am  not  sure 
of  the  answer  on  that.  I  think  we  owe  it  to  look  into  the  natural 
gas  component  of  this  fertilizer,  whether  it  is  going  to  be  subject  to 
the  Btu  tax.  I  don't  know  the  answer  to  that. 

Mr.  Skeen.  I  think  it  is  something  that  should  be  explored. 

Mr.  DuRBiN.  I  would  like  to  at  least  leave  the  question  on  the 
record  until  we  get  a  chance  to  explore  it. 

Mr.  Steele.  Mr.  Durbin,  the  figures  I  saw  came  from  the  lAA. 
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Mr.  DuRBiN.  I  saw  the  same  publication  at  a  town  meeting  over 
the  weekend.  I  am  still  not  certain  about  that.  I  would  like  to  clari- 
fy it. 

RISO-DEMPSEY  MANAGEMENT  STUDY 

Mr.  Skeen.  But  it  is  worth  exploring  enough  for  the  gentleman 
to  bring  it  up.  I  thank  you  for  your  response. 

The  Riso-Dempsey  Management  study  recommended  eliminating 
25  positions  by  FY  1995.  As  a  result  of  this  study,  FCA  will  achieve  a 
net  reduction  of  40  positions  in  FY  1993.  Have  you  achieved  your 
goals  in  eliminating  a  number  of  middle  management  and  superviso- 
ry positions? 

Mr.  Steele.  Yes,  the  following  supervisory  positions  were  elimi- 
nated: the  director  and  four  associate  directors  of  the  former  Policy 
and  Risk  Analysis  Division;  two  other  supervisors  in  the  Policy  and 
Risk  Analysis  Division;  the  chief  of  the  former  Training  Resources 
Division;  and  the  deputy  director  of  the  Office  of  Resources  Man- 
agement. The  Riso-Dempsey  Management  study  also  recommended 
that  the  Office  of  Examination  eliminate  some  of  its  management 
positions  and  the  Office  of  Greneral  Counsel  study  its  msmagement 
structure. 

The  Office  of  Examination  reduced  its  maneigement  structure  ef- 
fective January  1993.  This  was  possible  because  the  expertise  of  the 
examination  staff  has  improved  substantially  in  recent  years  as 
many  examiners  have  completed  training  and  become  commis- 
sioned. Therefore,  intensive  supervision  of  the  examination  staff  is 
no  longer  necessary,  and  the  19  former  managers  are  now  able  to 
directly  handle  complex  examinations. 

The  Office  of  Greneral  Counsel  reassigned  the  three  Assistant 
General  Counsels  from  the  management  positions.  The  restruc- 
tured OGrC  has  two  divisions,  each  headed  by  sm  Associate  Greneral 
Counsel,  with  eight  attorneys  in  each  division. 

Mr.  Skeen.  Are  your  staif  reductions  coming  down  too  quickly? 

Mr.  Steele.  In  recognition  of  the  current  level  of  expertise  and 
experience  in  the  agency's  personnel,  we  believe  the  management 
reductions,  refocusing  of  jobs,  and  elimination  of  positions  is  the 
appropriate  course  of  action  for  the  FCA  given  the  existing  credit 
and  financial  conditions  of  the  Farm  Credit  System  institutions  we 
regulate  and  examine. 

Mr.  Skeen.  What  benefits  have  you  recognized  by  these  reduc- 
tions? 

Mr.  Steele.  A  major  benefit  of  the  management  reorganization  is 
returning  senior  level  examiners  and  attorney,  respectively,  to 
active  examination  and  legal  work  for  the  most  complex  institu- 
tions and  issues  facing  the  Eigency.  These  former  managers  will  no 
longer  have  broad  administrative  responsibilities.  Another  benefit 
is  elimination  of  the  Training  Resources  Division.  This  function 
was  reduced  and  consolidated  into  the  Human  Resources  Division. 
Further,  an  additional  benefit  is  the  cost  savings  because  the 
agency  reduced  its  FY  1993  budget  by  eliminating  salaries  and  ben- 
efits for  the  employees  that  were  separated  from  the  agency  as  a 
result  of  these  changes. 
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OGDEN  COMPUTER  TECHNOLOGY  STUDY 

Mr.  Skeen.  Now  that  the  FCA  has  received  the  initial  report  for 
your  outside  computer  consultant,  Ogden  Government  Services — 
OGDEN — can  you  briefly  tell  me  why  the  FCA  is  in  the  situation 
that  this  report  describes? 

Mr.  Steele.  In  1982,  when  the  FCA  began  its  computer  manage- 
ment system,  there  were  over  935  Farm  Credit  System  institutions 
and  the  System  was  growing  at  a  rapid  pace,  with  total  assets  ex- 
ceeding $82  billion  in  1982.  The  initial  computer  development  ex- 
pense were  made  to  deal  with  that  environment. 

In  the  mid-1980s,  the  agency  responded  to  a  credit  crisis  by  more 
than  doubling  our  personnel  with  a  major  emphasis  on  examina- 
tion and  supervision  of  each  individual  institution  in  the  System. 
Several  System  institutions  (including  a  multi-billion  bank)  failed 
during  this  period  and  many  were  forced  into  mergers  or  consolida- 
tion. All  of  these  changes  seemed  to  add  to  the  FCA's  information 
management  needs. 

I  became  Chairman  in  the  fall  of  1989  and  inherited  a  manage- 
ment information  system  that  had  undergone  tremendous  growth 
and  chsmge  of  purpose  since  its  inception  in  1981.  Thus,  as  the  con- 
sulteint  noted,  the  agency  has  experienced  rapid  growth  and  made 
mistakes  that  are  common  with  such  young  organizations.  Now  the 
System  has  fewer  than  300  institutions  and  less  than  $63  billion  in 
assets.  We  now  need  to  adjust  our  information  system  to  this  envi- 
ronment. Thanks  in  part  to  the  OGDEN  report  and  to  our  current 
staff,  we  are  aware  of  past  mistakes  and  are  making  appropriate 
adjustments.  We  are  judiciously  stud5dng  the  OGDEN  report  and 
we  are  committed  to  enhancing  our  oversight  of  FCA's  information 
systems. 

Mr.  Skeen.  Why  did  the  FCA  purchase  its  computer  mainframe 
units? 

Mr.  Steele.  The  existing  five  FCA  mainframe  computer  units 
were  purchased  under  a  1989  contract  to  completely  update  the 
FCA's  computer  capacity.  At  the  time,  there  were  more  System  in- 
stitutions, a  different  economic  environment,  and  more  employees 
than  now.  Also,  the  System  was  still  operating  in  a  crisis  mode  as 
Federal  financial  assistance  was  granted  to  four  Four  Farm  Credit 
Banks  during  this  period.  There  was  a  great  deal  of  uncertainty 
about  the  future  structure  of  the  System,  which  contributed  to  the 
FCA's  perceived  need  for  this  much  computer  capacity. 

Mr.  Skeen.  Do  you  agree  with  the  consultfint  that  this  is  excess 
capacity  for  your  Eigency? 

Mr.  Steele.  With  20-20  hindsight,  we  agree  we  had  excess  capac- 
ity and  we  have  taken  two  mainframe  units  out  of  operation.  This 
saves  on  maintenance  costs.  I  am  pleased  to  report  that  we  have 
been  contacted  by  DEC,  manufacturer  of  this  computer,  and  a  sede 
for  one  has  occurred.  We  are  actively  seeking  to  sell  the  other  unit. 

Finally,  keep  in  mind  that  OGDEN  has  only  completed  the  first 
phase  of  its  efforts.  The  second  phase,  which  is  designed  to  help  us 
develop  a  long-term  IRM  plan  may  well  allow  us  to  take  greater 
advantage  of  what  is  now  excess  capacity. 

Mr.  Skeen.  The  OGDEN  report  is  critical  of  the  FCA's  past  man- 
agement and  oversight  of  its  information  resources  management, 
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including  strategic  planning.  But,  I  note  that  OGDEN  believes 
"that  FCA  management  is  positioning  itself  to  make  quantum  im- 
provements in  the  functioning  of  the  IRM  program.  Would  you 
like  to  address  this  point  for  the  committee? 

Mr.  Steele.  One  of  my  earliest  objectives  was  to  enhance  strate- 
gic planning  at  the  FCA.  The  Board's  goal  is  to  identify  goals,  ob- 
jectives, and  priorities.  To  assist  the  Board  we  now  have  a  Strategic 
Planning  Committee.  The  members  include  the  Chief  Operating  Of- 
ficer and  the  Executive  Assistants  to  the  Board  members.  Our  COO 
directs  the  agency's  planning  process  and  has  one  full-time  staff 
person  devoted  to  strategic  and  operational  planning.  I  am  commit- 
ted to  strengthening  management  and  accountability  at  FCA,  and  I 
want  to  leave  a  legacy  that  reflects  the  agency's  ability  to  meet  the 
future  more  effectively  and  efficiently.  I  know  that  the  managers 
at  FCA  have  been  working  closely  with  the  OGDEN  group,  and  I 
agree  wholeheartedly  with  OGDEN's  statement  that  we  are  posi- 
tioned to  make  quantum  improvements  in  the  IRM  area. 

Mr.  Skeen.  Do  you  anticipate  increasing  personnel  for  this  senior 
agency  management  oversight? 

Mr.  Steele.  At  this  point,  we  do  not  anticipate  increasing  person- 
nel to  improve  management  oversight  of  the  IRM  program.  In- 
stead, we  plan  to  establish  an  IRM  Steering  Committee  composed 
of  senior  user  management.  We  also  plan  to  fill  the  Chief  of  the 
Information  Resources  Division,  a  position  which  is  now  filled  by 
an  Acting  Chief.  We  have  not,  however,  received  OGDEN's  recom- 
mendations. As  a  result,  this  assessment  may  change. 

Mr.  Skeen.  I  appreciate  you  being  here  and  thank  you  very 
much. 

Mr.  Steele.  Thank  you. 

Mr.  Skeen.  Thank  you,  Mr.  Chairman. 

Mr.  DuRBEsr.  Thank  you,  Mr.  Skeen.  Mr.  Steele,  I  have  two  last 
questions,  one  to  follow  up  on  Mr.  Skeen's  comment.  We  are  going 
to  spend  about  $20  billion  this  year  through  the  Commodity  Credit 
Corporation  for  deficiency  payments  because  grain  prices  are  so 
low  because  of  a  generous  bumper  crop  last  year  and  other  circum- 
stances. I  think  it  goes  without  sa3ang  that  there  will  be  a  negative 
reaction  among  some  people  in  this  country  to  that  substantia  sum 
of  money  being  spent.  It  is  a  dramatic  increase  over  last  year's  ex- 
penditure. It  is  also  interesting  that  as  I  go  around  our  part  of  the 
world  in  Illinois  so  many  people  who  live  in  rural  areas  have  said 
to  me  point  blank,  "cut  spending,  don't  raise  taxes,  cut  spending." 

"Hiere  are  lots  of  ways  to  cut  spending  and  a  lot  of  them  are 
going  to  touch  these  very  farmers  and  ranchers  who  are  benefitting 
from  these  existing  agricultural  programs.  I  don't  know  if  they 
have  thought  it  through  to  that  next  step.  If  we  start  talking  about 
some  of  the  cutbacks  that  Mr.  Skeen  referred  to  in  the  President's 
proposal  and  the  like,  I  think  it  is  going  to  have  a  dramatic  impact 
on  farm  income. 

I  concede  that  the  Btu  tax  could  and  will,  if  it  is  enacted,  have 
some  negative  impact  on  a  farmer's  cost  because  it  is  such  an 
energy  intensive  occupation.  I  worry  about  where  we  are  headed 
because  if  we  are  really  talking  about  serious  deficit  reduction,  ag- 
ricultural programs  wUl  necessarily  feel  that  pinch.  Farmers  will 
feel  the  pinch,  and  it  will  ripple  right  through  your  system  into  the 
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credit  operations  of  many  of  these  farms,  so  I  share  your  concern 
as  expressed  earlier.  We  are  in  a  dilemma  trying  to  get  ourselves 
out  of  a  pretty  bad  situation  at  this  point. 

RUSSIAN  CREDIT  SITUATION 

The  last  question  I  would  like  to  ask  relates  to  the  Russian  debt 
situation  and  its  impact  on  the  Farm  Credit  System.  Can  you  de- 
scribe for  me  what  problems  you  anticipate  as  the  Russians  are 
unable  to  pay  as  they  are  expected  to  under  the  credit  arrange- 
ments which  we  have  had  with  them? 

Mr.  Steele.  The  Farm  Credit  System,  is  involved  in  export 
credit — Co-Bank  being  the  largest  participant.  As  we  carefully  ex- 
amine Co-Bank,  I  note  it  only  loans  in  those  instances  of  grain  ex- 
ports where  it  is  backed  by  a  government  guarantee.  As  Russia  has 
fallen  behind  in  their  repayments  for  the  grain,  that  will  affect 
anyone  involved,  but  with  government  guarantees,  of  course,  that 
percentage  of  loss  is  fairly  small. 

Mr.  DuRBiN.  Are  you  suggesting,  then,  that  if,  in  fact,  the  Rus- 
sians are  unable  to  pay  that  it  will  not  cause  any  type  of  credit 
crisis  within  your  system? 

Mr.  Steele.  It  would  depend  upon  what  kind  of  loans  are  made 
from  this  point  forward,  but  an5^hing  that  I  have  seen  to  this  date 
would  suggest  that  it  is  not  a  crisis. 

Mr.  DuRBiN.  All  right. 

Mr.  Steele.  Again,  I  would  like  to  send  you  a  more  definitive 
answer  in  writing. 

Mr.  DuRBiN.  Good,  I  appreciate  that. 

[The  information  follows:] 

The  Farm  Credit  System's  exposure  to  loss  is  limited  due  to  the  U.S.  Department 
of  Agriculture's  Commodity  Credit  Corporation  (CCC)  guarantee  programs.  Under 
these  programs,  nearly  all  of  the  principal  and  interest  payments  are  guaranteed  in 
the  event  of  default  by  the  borrower.  On  February  28,  1993,  Russia  and  the  CIS  owed 
CoBank  and  six  participating  Farm  Credit  Banks  (FCBs)  $1.65  billion  plus  accrued 
interest  totaling  approximately  $38  million.  At  this  time  sill  but  $4.4  inillion  of  the 
$1.67  billion  owed  is  guaranteed  by  the  CCC.  During  the  fourth  quarter  of  1992, 
Russia  and  the  CIS  defaulted  on  scheduled  debt  repayments.  Accordingly,  CoBank 
acting  as  lead  bank  for  the  System  complied  with  guarantee  agreement  require- 
ments by  filing  notices  of  default  and  is  preparing  to  file  claims  in  accordance  with 
the  guarantee  agreement.  The  Agency's  examination,  monitoring,  and  oversight  of 
CoBank's  operations  has  not  found  any  deficiencies  in  the  bank's  compliemce  with 
the  requirements  of  the  CCC  loan  guarantee  program.  Therefore,  any  claims  filed  by 
CoBank  should  be  honored  by  the  CCC  thus  minimizing  the  impact  on  System  insti- 
tutions. 

The  CCC  guarantee  program  allows  CoBank  to  facilitate  System  export  financing 
of  U.S.  agricultural  commodities.  Without  this  program,  CoBank  would  not  be  in  a 
position  to  finance  the  exporting  of  agricultural  commodities  because  the  risk  of  loss 
would  adversely  affect  the  bank's  ability  to  provide  credit  to  cooperatives  in  the  U.S. 
While  the  CCC  guaranteed  loan  program  is  a  public  policy  issue,  the  program  has 
allowed  CoBank  to  facilitate  the  System  financing  of  agricultural  commodities 
thereby  enhancing  the  income  and  weU-being  of  American  farmers. 

Mr.  DuRBiN.  Thank  you  very  much,  Mr.  Steele.  Gentlemen,  I  ap- 
preciate you  joining  us  today.  We  will  be  back  in  touch  with  you  as 
we  proceed  along  this  road  toward  drawing  up  an  appropriation 
bill. 

Mr.  Steele.  Thank  you.  Thank  you. 

Mr.  DuRBiN.  Thank  you. 
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Harold  B.  Steele 

Chairman  of  the  Board  and 
Chief  Executive  Officer 

Farm  Credit  Administration 
1501  Farm-Credit  Drive 
McUan.  Virginia  22102  5090 


Harold  B.  Steele  was  appointed  to  the  Farm  Credit  Administration  Board  on  October  12,  1989.  As 
chairman  of  the  presidenlially  appointed  board,  he  serves  as  chief  executive  officer  of  the  independent 
Federal  agency  responsible  for  the  regulation  and  examination  of  the  Farm  Credit  System,  a  nationwide 
network  of  agricultural  lending  institutions  and  their  service  organizations.  His  responsibilities  include 
establishing  the  policies  under  which  the  agency  operates  and  directing  the  agency's  management.  He 
was  appointed  to  the  unexpired  term  of  the  former  chairman,  which  ends  May  26,  1992,  and  will  be 
eligible  for  reappointment  to  a  full  six-year  term. 

Mr.  Steele  is  from  Princeton,  Illinois,  where  the  family  farming  operation  of  1 ,000  acres  produces  com, 
soybeans,  and  pork.  In  addition  to  his  farming  interests,  Mr.  Steele  has  been  a  member  of  the  board  of 
directors  of  the  Midwest  Financial  Group,  Inc.,  a  holding  company  comprised  of  19  member  banks  in 
northern  Illinois.  He  also  served  on  the  boards  of  the  Agrarian  Management  Corporation,  Chicago, 
Illinois,  the  Illinois  Society  of  Scientific  Surveys  in  Springfield,  and  the  Illinois  Agricultural  Leadership 
Foundation  in  Macomb.  He  served  as  chairman  of  the  presidentially  and  congressionally  appointed 
National  Commission  on  Agricultural  Finance,  which  was  created  by  the  Farm  Credit  Amendments  Act 
of  1985  and  which  made  its  report  to  Congress  on  February  22,  1989. 

From  1970  through  1983,  Mr.  Steele  served  as  president  of  the  Illinois  Farm  Bureau  (IFB).  As  IFB 
president,  he  served  as  full-time  executive  officer  of  the  state's  largest  general  farm  organization  with 
315,000  member  families.  During  that  period  he  served  as  president  of  the  IFB-affiliated  group  of 
insurance  companies  and  investment  firms.  He  also  served  on  the  board  of  the  American  Farm  Bureau 
Federation  from  1971  to  1983  and  was  a  member  of  its  executive  committee  in  1981  and  1982.  While 
serving  as  IFB  president,  he  was  extensively  involved  in  agricultural  trade  missions  and  traveled 
throughout  Western  Europe,  Eastern  Europe  including  the  former  Soviet  Union,  Japan,  and  the  People's 
Republic  of  China.  Mr.  Steele  served  as  a  member  of  the  board  of  directors  of  the  National  Livestock 
Producers  Association  from  1975  to  1982,  and  was  a  member  of  the  National  Livestock  and  Meat  Board 
from  1977  to  1979. 

During  his  career  as  an  agricultural  producer  and  leader,  Mr.  Steele  received  many  awards  and  honors. 
He  was  named  Outstanding  Young  Farmer  in  Illinois  by  the  Jaycees  in  1956.  In  1970  he  was  named 
Master  Farmer  by  Prairie  Farmer  magazine.  The  Land  of  Lincoln  award  was  presented  to  him  in  1972 
by  the  Illinois  Pork  Producers  Association,  and  in  1984  he  received  the  University  of  Illinois 
Distinguished  Service  Award.  He  also  is  an  honorary  lifetime  member  of  the  Illinois  Association  of 
Vocational  Agriculture  Teachers. 

A  U.S.  Army  veteran  of  World  War  II,  Mr.  Steele  rose  to  the  rank  of  captain.  His  decorations  include 
the  Silver  Star,  Purple  Heart,  Army  Commendation  Medal,  and  European  Theater  of  Operations  Medal 
with  two  battle  stars. 

Mr.  Steele  attended  the  University  of  Illinois'  College  of  Agriculture.  He  and  his  wife,  Margery,  are  the 
parents  of  a  son  and  three  daughters,  and  they  have  five  grandchildren. 
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Billy  Ross  Brown 

Member  of  ihe  Board 

Farm  Credit  Administration 
1501  Farm  Credit  Drive 
McLean.  Virginia  22102-5090 


Billy  Ross  Brown,  Jr.,  was  appointed  to  the  Farm  Credit  Administration  Board  on  October  30, 
1990,  to  a  term  which  expires  October  13,  1994.  The  primary  mission  of  the  Farm  Credit 
Administration,  which  is  an  independent  Federal  agency,  is  the  regulation,  examination  and 
sujjcrvision  of  the  Farm  Credit  System,  a  nationwide  network  of  agricultural  lending  institutions 
and  their  service  organizations.  As  a  member  of  the  presidentially  appointed  board,  he  is  responsible 
for  establishing  the  policies  under  which  the  Farm  Credit  Administration  (FCA)  operates. 
Mr.  Brown  also  serves  as  Chairman  of  the  Farm  Credit  System  Insurance  Corporation,  which  was 
established  in  1988  to  insure  the  timely  payment  of  principal  and  interest  on  insured  notes,  bonds, 
debentures,  and  other  obligations  of  participating  Farm  Credit  System  institutions. 

Mr.  Brown  brings  extensive  experience  in  farming  and  agricultural  lending  to  his  position  as  a 
member  of  the  Farm  Credit  Administration  Board.  He  is  a  farmer  and  cattleman  from  Oxford, 
Mississippi.  He  also  served  the  Farm  Credit  System  as  an  association  director  since  1969,  when 
he  was  elected  to  the  board  of  directors  of  the  Oxford  Production  Credit  Association  (PCA).  He 
served  as  chairman  of  the  Oxford  PCA  board  from  1976  to  1985.  From  1985  to  1990,  he  served 
as  a  member  of  the  board  of  the  First  South  Production  Credit  Association  in  Jackson,  Mississippi. 

Mr.  Brown  also  has  been  active  in  state  and  national  agriculture  and  conservation  organizations. 
He  served  as  area  vice  president  for  the  Mississippi  Association  of  Conservation  Districts  for  more 
than  20  years  and,  for  more  than  30  years,  as  commissioner  of  the  Lafayette  County  Soil  and 
Water  Conservation  District.  He  also  served  as  chairman  of  the  Mississippi  Soil  and  Water  Con- 
servation Commission  from  1982  to  1986.  From  1976  to  1979,  he  was  a  member  of  the  U.S. 
Forest  Service's  National  Advisory  Committee. 

In  recognition  of  his  work  in  conservation,  forestry,  wildlife  and  agriculture,  Mr.  Brown  has  received 
a  number  of  national  and  state  awards.  In  1982  and  1988  he  received  the  Presidential  Award 
from  the  Mississippi  Association  of  Conservation  Districts,  in  1985  he  was  selected  as  a  member 
of  the  Hall  of  Fame  by  the  Mississippi  Agriculture  and  Forestry  Museum,  and  in  1976  he  was 
a  recipient  of  the  U.S.  Forest  Service  75th  Anniversary  Award  for  significant  contributions  to 
forestry  and  conservation. 

A  graduate  of  the  University  of  Mississippi  with  a  bachelor's  degree  in  business  administration, 
Mr.  Brown  served  in  the  U.S.  Army  and  the  Mississippi  National  Guard.  He  is  married  to  the 
former  Lynn  Widdifield.     They  have  one  son  and  three  daughters. 
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Gary  C.  Byrne 

Member  of  the  Board 

Farm  Credit  Administration  . 

1501  Farm  Credit  Drive  ^ 

McLean.  Virginia  22102-5090 


Gary  C.  Byme  was  appointed  to  the  Fann  Credit  Administration  Board  on  December  3,  1991,  to 
a  term  that  expires  May  26,  19%.  As  a  member  of  the  presidentially  appointed  board,  he  is 
responsible  for  establishing  the  policies  under  which  the  Farm  Credit  Administration  operates.  The 
Farm  Credit  Administration  is  the  independent  Federal  agency  responsible  for  the  regulation  and 
examination  of  the  Farm  Credit  System,  a  nationwide  network  of  agricultural  lending  institutions  and 
their  service  organizations.  Mr.  Byme  also  serves  as  Chairman  of  the  Board  of  the  Farm  Credit 
System  Insurance  Corporation  (Insurance  Corporation).  He  was  elected  to  this  position  on  June  11, 
1992.  The  Insurance  Corporation,  which  is  an  independent  U.S.  Government  corporation,  is  respon- 
sible, for  ensuring  the  timely  payment  of  principal  and  interest  on  insured  notes,  bonds,  debentures, 
and  other  obligations  issued  on  behalf  of  Farm  Credit  System  banks.  The  Insurance  Corporation  was 
established  on  January  6,  1988,  with  enactment  of  the  Agricultural  Credit  Act  of  1987. 

Mr.  Byme  brings  extensive  experience  in  finance  and  administration  to  his  positions  as  Chairman 
of  the  Insurance  Corporation  Board  and  as  a  member  of  the  Farm  Credit  Administration  Board. 
Before  his  appointment  to  these  positions,  he  served  as  the  Administrator  of  the  Rural  Electrification 
Administration  (REA),  an  agency  in  the  U.S.  Department  of  Agriculture.  As  REA  Administrator, 
he  managed  an  agency  that  had  approved  more  than  $62  billion  in  loans  to  2,116  electric  and 
telephone  utilities  in  47  States,  Guam,  the  Federated  States  of  Micronesia,  the  Marshall  Islands,  the 
Northem  Mariana  Islands,  the  Virgin  Islands,  and  Puerto  Rico.  He  also  served  as  governor  of  the 
Rural  Telephone  Bank,  which  was  created  by  Congress  in  1971  as  a  source  of  supplemental  funding 
for  mral  telephone  systems. 

Mr.  Byme  is  a  former  chairman  of  the  Bank  of  Alex  Brown  in  Sacramento,  California,  where  he 
also  served  as  president  and  chief  executive  officer  of  the  Alex  Brown  Financial  Group,  a  multi- 
bank  holding  company.  He  is  a  member  of  the  Board  of  Trustees  of  the  University  of  Redlands 
in  Redlands,  California,  where  he  received  a  bachelor's  degree  in  political  science  in  1965.  He 
received  a  doctorate  in  political  science  from  the  University  of  North  Carolina  in  1969,  and  from 
1969  to  1973  was  an  associate  professor  of  political  science  at  San  Diego  State  University. 

A  native  of  Ontario,  California,  Mr.  Byme  now  lives  in  Washington,.  D.C.,  with  his  wife.  Norma. 
They  are  the  parents  of  two  sons,  Tristan  and  Silas. 
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Mr.  Chairman  and  members  of  the  subcommittee,  1  am  Harold  Steele,  chairman  and  chief 
executive  officer  of  the  Farm  Credit  Administration  (FCA).  We  appreciate  the  opportunity  to 
testify.  Accompanying  me  today  are  the  two  other  FCA  board  members,  Billy  Ross  Brown  and 
Gary  Byrne.  As  you  know,  Mr.  Byrne  also  serves  as  the  Chairman  of  the  Farm  Credit  System 
Insurance  Corporation.    We  are  all  available  to  answer  questions  at  the  end  of  my  testimony. 

As  we  enter  1993,  many  farm  borrowers  and  their  lenders  are  generally  in  good  financial 
condition.  By  1989,  the  farm  sector  had  largely  recovered  from  the  financial  crisis  it  had 
endured  during  the  early  to  mid-1980's.  Between  debt  paydowns,  writeoffs,  and  bankruptcies, 
the  sector  had  shed  nearly  30  percent  ($60  billion)  of  its  debt,  and  it  had  cut  its  yearly  interest 
expense  nearly  one-third  to  under  $15  billion.  Farm  land  values  ended  a  5-year  slide  in  early 
1988.  Land  values  have  since  been  on  a  slow  climb,  reaching  $685  per  acre  in  early  1992  as 
compared  with  $823  per  acre  a  decade  earlier.  The  debt-to-asset  ratio  of  the  sector  had 
deteriorated  to  23.0  in  1985.  By  1989,  this  important  ratio  had  come  back  down  to  under  17.0 
and  was  near  this  improved  level  in  1992. 

Since  1989,  the  agricultural  sector  as  a  whole  has  basically  maintained  its  financial  condition. 
The  sector's  net  income  measures  in  1992  with  net  farm  income  and  cash  receipts  estimated  in 
the  $60  billion  range  could  reach  the  1990  record  high  income  level.  Farmers  have  continued 
to  make  strides  in  holding  down  expenses.  In  fact,  during  the  past  2  years,  total  farm  produc- 
tion expenses  declined  1  percent.  Helping  in  this  regard  have  been  lower  interest  rates, 
particularly  during  the  past  2  years,  and  the  overall  containment  of  general  price  inflation. 
Farmers'  interest  outlays  in  1992,  at  $13.5  billion,  were  7  percent  below  those  of  1990. 
However,  in  real  terms,  when  measured  against  the  inflation  rate,  there  has  been  some  erosion 
of  both  land  values  and  net  farm  income  the  past  few  years. 
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The  agricultural  sector's  improved  debt-to-asset  ratio  may  suggest  to  some  that  farmers  can 
carry  more  debt.  But  credit  is  not  a  substitute  for  income,  and  we  know  that  not  all  farmers 
are  in  solid  flnancial  health.  About  half  the  Nation's  farmers  carry  debt  fmancing;  for  those 
operations  with  sales  of  over  $100,000  annually,  over  80  percent  carry  debt.  A  limited  number 
of  these  have  high  enough  debt-to-asset  ratios  to  pose  concerns  if  either  expenses  were  to  jump 
or  receipts  were  to  decline  significantly.  Current  prospects  are  for  cash  receipts  and  net  incomes 
of  crop  producers  to  decline  in  1993.  Prices  of  the  major  grains  and  soybeans  are  soft  due  to 
the  large  crops  of  last  year.  The  situation  in  Eastern  Europe  and  the  former  Soviet  Union  adds 
uncertainty  to  export  prospects.  Further,  the  possibility  exists  for  reduced  Federal  outlays  for 
farm  commodity  programs,  crop  insurance,  and/or  disaster  payments.  This  will  add  another  risk 
factor  for  the  most  vulnerable  farmers  and  their  lenders. 

A  positive  factor  in  the  overall  farm  economy  has  been  lower  interest  rates.  Helping  to  lower 
Farm  Credit  System  (System)  borrower  interest  rates  during  the  past  4  years  have  been  lower 
spreads  on  System  issues  associated  with  improved  investor  confidence  and  the  public's  perception 
of  stronger  regulation  of  the  System  by  the  FCA.  From  historically  high  spreads,  exceeding 
80  basis  points  in  1987,  the  System's  average  spread  was  only  about  8  basis  points  over  U.S. 
Treasury  bills  at  yearend  1992.  For  each  basis  point  reduction  in  the  spread,  approximately  $5.5 
million  in  interest  expense  is  saved  by  the  System  and  its  farmer-borrowers.  Please  refer  to  the 
graph,  which  displays  these  reductions  in  the  System's  spreads  during  this  6-year  period  to  see 
the  interest  rate  benefit  the  farmer-borrower  now  enjoys. 

In  October  1989,  the  General  Accounting  Office  (GAO)  studied  the  issue  of  risks  associated 
with  Government-sponsored  enterprises  (GSEs).  In  its  report,  the  GAO  noted  that  Standard  and 
Poor's  rating  of  the  Farm  Credit  System  was  influenced  positively  by  the  presence  of  an 
independent  regulatory  agency  whose  sole  purpose  was  to  ensure  the  safety  and  soundness  of 
the  System. 
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And  in  its  credit  report  on  the  System,  Moody's,  another  rating  agency,  said,  "The  focus  of  the 
FCA  is  ensuring  the  safely  and  soundness  of  the  Farm  Credit  System.  In  the  past  few  years, 
the  FCA  has  worked  to  expand  and  train  its  supervisory  force  and  to  improve  its  examination 
procedures.    This  strengthened  supervision  enhances  debtholder  protection." 

Spread  of  FCS  Securities  to  Treasury 
(in  basis  points) 


'  In  January  1988,  there  were  no  1-year  securities  issued. 
'  In  January  1992,  the  spread  on  1-year  securities  was  zero. 


I'd  like  to  turn  to  the  System's  financial  condition.  I  am  pleased  to  report  that  the  overall 
financial  condition  of  the  System  continued  to  improve  during  the  first  9  months  of  1992. 
Aggregate  System  net  income  during  this  period  was  $729  million,  a  17-percent  increase  over 
the  same  period  in  1991.  A  favorable  interest  rate  environment  allowed  the  System  to  increase 
profitability  and  capital  while  still  maintaining  its  competitive  position  in  the  agricultural  lending 
sector.  To  illustrate,  net  interest  income  increased  13.5  percent  to  $1.3  billion  for  the  first  9 
months  of  1992  from  $1.1  billion  for  the  same  period  in  1991.  While  certain  institutions  of  the 
System  reduced  operating  expenses,  aggregate  operating  expenses  increased  less  than  1  percent. 
The  System's  overall  net  income  was  not  adversely  affected  by  this  increase  in  operating 
expenses. 
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FCS  on  Track  to  Exceed 
Prior  Year's  Earnings 


1 

□ 


As  you  are  aware,  the  System  sells  bonds,  medium-term  notes,  and  discount  notes  through  the 
Federal  Farm  Credit  Banks  Funding  Corporation  to  fund  its  loan  portfolio.  Most  System  bonds 
and  medium-term  notes  have  maturities  that  are  generally  greater  than  i  year,  while  the  System's 
discount  notes  generally  mature  within  a  30-  to  90-day  period.  The  System's  increased  use  of 
discount  notes  was  also  a  significant  contributor  to  improved  net  interest  income.  However,  as 
a  result  of  this  increased  use,  the  System  shortened  the  maturity  date  on  its  outstanding  debt. 


Discount  notes  carry  a  significantly  lower  interest  cost  than  those  debt  instruments  of  longer 
maturity;  thus,  the  addition  of  discount  notes  allowed  the  System  to  more  actively  reduce  its 
cost  of  debt,  and  remain  competitive  while  improving  net  interest  income.  While  this  practice 
allows  the  System  to  be  more  responsive  to  decreasing  interest  rates,  the  agency  has  expressed 
concern  that  it  could  reduce  the  System's  earnings  should  interest  rates  rise.  Our  examiners  are 
focusing  on  this  issue  in  all  examinations  in  order  to  expose  any  adverse  effects  on  the  financial 
condition  of  System  institutions  and  direct  those  institutions  to  promptly  take  corrective  actions. 
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As  a  result  of  strong  earnings,  the  third  quarter  1992  capital  position  of  all  System  institutions 
increased  18  percent  to  $6.6  billion.  No  System  institution's  permanent  capital  was  below  the 
7-percent  regulatory  minimum.  It  is  also  noteworthy  to  point  out  that  due  to  an  improved 
financial  condition,  two  of  the  four  banks  that  received  direct  assistance  from  the  Farm  Credit 
System  Assistance  Board  have  purchased  zero-coupon  bonds  that,  upon  maturity  in  2003,  will 
repay  their  respective  direct  assistance.  This  action  is  a  significant  step  toward  a  reinvigorated 
System. 

In  correlation  with  improved  financial  performance  and  credit  quality,  CAMEL  ratings  improved 
and  outstanding  enforcement  documents  declined.  During  last  year's  hearings,  we  reported  that 
there  were  no  "5"-  rated  institutions  and  only  29  institutions,  or  12  percent,  which  were  rated 
"4."  As  of  yearend  1992,  the  improvement  in  ratings  continued.  The  System  continues  to  be 
free  of  "5"-  rated  institutions,  institutions  rated  "4"  declined  to  5  percent  (12  institutions),  "3"- 
rated  institutions  slightly  increased  to  31  percent  (78  institutions),  and  "1"-  and  "2"-  rated 
institutions  increased  to  64  percent  (163  institutions).  Additionally,  the  number  of  enforcement 
documents  (Cease  and  Desist  Orders,  Agreements,  and  Supervisory  Letters)  as  of  yearend  1992 
declined  to  65  and  accounted  for  $32.7  billion  of  System  assets  compared  with  77  institutions 
and  $50.3  billion  as  of  yearend  1991. 

CAMEL  Ratings  Improving 
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Additionally,  the  quality  of  the  System's  loan  portfolio  continues  to  improve,  not  only  in  raw 
numbers  but  in  relation  to  risk-bearing  ability.  Nonperforming  assets  (nonaccruai  loans,  other 
high  risk  loans,  restructured  loans,  and  other  property  owned)  declined  to  11.7  percent  of  loans 
from  12.8  percent  as  of  yearend  1991.  Further,  the  ratio  of  the  allowance  for  loan  losses  to 
nonperforming  loans  has  improved.  As  of  the  third  quarters  of  1992  and  1991,  the  ratio  of 
the  allowance  for  loan  losses  to  nonperforming  assets  improved  to  25.4  from  22.1  percent. 

FCS  Reducing  Nonperforming  Loans 

As  a  Percent  oTTolal  Loabs 


Oiber  High  Risk 


Nooaccnial  I      I     Reslnictured 


Other  High  Risk  Loans — [621.2(a)(18)]  All  loans  that:  (i)  are  past  due  90  days  or  more  but  adequately 
secured  and  in  process  of  collection;  or  (ii)  are  in  process  of  collection,  bankruptcy,  or  foreclosure;  or  (iii)  are 
in  sever  default;  or  (iv)  do  not  meet  the  other  criteria  of  this  paragraph  for  classification  as  other  high-risk  loans, 
but  management  has  information  that  causes  serious  doubt  as  to  the  borrower's  willingness  or  ability  to  perform 
in  accordance  with  the  terms  and  conditions  of  the  loan  agreement. 

Nonaccruai  Loans — (621.2(a)(15)]  A  loan  shall  be  considered  nonaccruai  if  and  so  long  as:  (i)  any  amount 
of  outstanding  principal  and  all  past  and  future  interest  accruals,  considered  over  the  full  term  of  the  asset,  are 
determined  to  be  uncollectible  for  any  reason;  or  (ii)  it  has  been  classified  "loss"  as  a  result  of  a  periodic  credit 
evaluation;  or  (iii)  the  loan  is  severely  past  due  and  is  not  adequately  secured,  in  process  of  collection,  and  fully 
collectible  with  respect  to  all  principal  and  interest. 

Restructured  Loans — [621.2(a)(8)]  Loans  that  are  "troubled  debt  restructurings,"  as  deHned  in  Statement 
of  Financial  Accounting  Standards  No.  15,  Accounting  by  Debtors  and  Creditors  for  Troubled  Debt  Restructurings, 
as  promulgated  by  the  Financial  Accounting  Standards  Board.  After  a  loan  is  classiHed  as  "formally  restructured," 
it  shall  continue  to  be  reported  as  formally  restructured  until  it  is  fully  paid  off  or  otherwise  discharged.  A  renewal 
or  reamoriization  of  the  loan  at  maturity  shall  not  be  considered  a  restructuring,  provided:  (i)  the  Hnancial 
condition  and  loan  performance  of  the  borrower  suppori  renewal;  and  (ii)  the  renewed  or  reamortized  loan  is  made 
under  the  same  terms  and  conditions  as  are  used  to  make  similar  loans  to  other  borrowers  whose  financial  condition 
and  peri'ormance  are  sound  and  not  deteriorating. 
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Farmer  Mac 


As  you  recall,  the  Federal  Agricultural  Mortgage  Corporation  (Farmer  Mac)  was  created  by  the 
Agricultural  Credit  Act  of  1987.  Farmer  Mac  has  established  two  programs.  In  Farmer  Mac  I 
securities,  pools  of  agricultural  real  estate  loans  are  formed,  mortgage-backed  securities  are 
created,  and  Farmer  Mac  provides  a  guarantee  of  timely  payment  of  principal  and  interest  to 
security  holders.  Under  this  program.  Farmer  Mac  may  provide  a  guarantee  only  when  the 
security  is  protected  by  a  10-percent  reserve  or  participation  interest  that  absorbs  the  first  losses. 
In  Farmer  Mac  II  securities,  lenders  sell  guaranteed  portions  of  Farmers  Home  Administration 
loans  from  which  Farmer  Mac  creates  securities  having  guarantees  of  timely  payments  of 
principal  and  interest. 

A  review  shows  that  Farmer  Mac  I  contains  substantially  greater  asset  volume.  Volume  of 
Farmer  Mac  I  increased  5.4  times  from  yearend  1991  to  1992.  Farmer  Mac  II  increased  2.7 
times.  To  date,  eight  institutions  have  been  certified  as  poolers.  Most  recently,  the  Farm  Credit 
Bank  of  Columbia  became  the  first  System-certified  pooler. 


500  Percent  increase  in 
Fanner  Mac  I  Volume 


Farmer  Mac  II 
More  than  Doubles 
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Over  the  pasl  few  months,  we  have  had  several  congressional  inquiries  about  the  decreasing 
capital  level  of  Farmer  Mac.  While  it  is  tnie  that  the  capital  level  has  decreased,  the  rate  of 
decline  has  been  slowing.  Farmer  Mac's  capital  will  continue  to  decline  until  it  reaches  a  break- 
even point  from  its  operations.  However,  the  yearend  1992  level  of  capital  in  Farmer  Mac  is 
over  3  times  greater  than  the  minimum  capital  level  required  by  statute. 

Other  Areas  of  Interest 

I  would  like  to  comment  on  several  issues  that  have  been  of  interest  to  this  subcommittee  in 
the  past. 

Rjso-Dempsey  Management  Study 

To  recap  our  recent  history,  language  in  both  the  Senate  and  the  House  of  Representatives 
reports  on  the  FY  1992  agricultural  appropriations  bills  suggested  that  the  FCA  contract  for  an 
outside  study  of  its  management  and  operations.  We  followed  that  suggestion  and  the  management 
consulting  firm  of  Riso-Dempsey  completed  a  study  in  March  1992.  The  major  recommendations 
of  the  study  were  to  consider  appointing  a  chief  operating  officer  (COO),  to  undertake  a  major 
study  of  the  FCA's  use  of  its  computer  technology,  and  to  eliminate  25  positions  by  FY  1995. 
As  of  October  1992,  FCA  completed  a  staff  reduction-in-force  and  restructured  its  organization, 
eliminating  a  number  of  middle  management  and  supervisory  positions,  as  well  as  organizational 
units  that  were  no  longer  necessary.  As  a  result  of  these  changes,  FCA  will  achieve  a  net 
reduction  of  40  positions  in  FY  1993.  We  have  undertaken  a  study  of  the  agency's  use  of 
computer  technology  and  hired  a  COO  last  November. 
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Computer  Technology  Study 
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An  issue  of  concern  lo  this  subcommittee  has  been  the  agency's  computer  capabilities  and  use. 
Following  Riso-Dempsey's  recommendation  that  FCA  initiate  a  major  study  of  the  agency's 
application  of  computer  technology,  we  hired  an  outside  consultant  [Ogden  Government  Services 
(OGDEN)],  through  the  General  Services  Administration,  to  study  the  effectiveness  and  capacity 
of  the  agency's  data  processing  systems  and  computers. 

In  addition,  we  limited  data  processing  expenditures  to  those  necessary  lo  maintain  and  update 
current  operations,  imposed  a  hiring  freeze  on  data  processing  personnel,  and  made  changes  in 
the  management  of  our  Information  Resources  Division  and  in  the  Office  of  Resources 
Management. 

The  contractor  began  work  last  December  with  a  mission  to  evaluate  the  effectiveness  of  FCA's 
information  systems  capability,  its  capacity  and  how  it  is  used,  and  the  planning  process  for 
information  resources  management  (IRM). 

The  first  stage  of  the  plan — to  provide  an  assessment  of  FCA's  current  information  systems 
capability,  utilization,  and  IRM  planning  process — has  just  been  completed.  It  will  be  used  as 
a  basis  for  the  second  stage  of  the  plan — to  identify  opportunities,  to  develop  a  recommended 
FCA  5-year  IRM  plan,  and  to  develop  procedures  for  updating  the  IRM  plan  annually. 

The  focus  of  the  report  is  contained  in  the  introductory  statement  to  the  Executive  Summary: 
"  This  assessment,  is  not  a  balanced  report.  It  primarily  focuses  on  identifying  issues/problems/ 
weaknesses  rather  than  strengths  . . ."  It  notes  that,  as  a  general  matter.  FCA's  IRM  management 
problems  are  typical  of  other  small  agencies  with  relatively  young  IRM  programs. 
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Following  are  the  four  areas  OGDEN  believes  are  the  major  problems  with  the  agency's  IRM 
program; 

•  Lack  of  senior  agency  and  functional  management  oversight  and  direction; 

•  Excess  mainframe  capacity; 

•  No  connection  between  strategic  business  planning  process  and  IRM  planning;  and 

•  Lack  of  an  ERM  management  system  to  evaluate  business  information  needs. 

The  OGDEN  report  is,  by  its  very  nature,  critical  of  the  agency's  IRM  Program;  however,  I 
would  like  to  quote  the  conclusion  from  OGDEN's  Executive  Summary: 

"While  there  is  much  to  recommend  in  the  IRM  Program,  there  are  many  problems  which  need 
to  be  addressed.  We  note  that  the  Chairman  asked  CXjDEN  to  provide  a  complete  and  open 
assessment  so  that  FCA  would  know  what  needed  to  be  Oxed.  The  COO  participated  in 
biweekly  sutus  reviews  with  OGDEN  so  that  she  could  take  early  action  to  rectify  deficiencies. 
Other  FCA  managers  have  shown  great  interest  in  understanding  this  assessment  and  a  willingness 
to  participate  as  necessary  in  managing  the  IRM  function.  OGDEN  beUeves  that  FCA  management 
is  positioning  itself  to  make  quantum  improvements  in  the  functioning  of  the  IRM  program." 

Mr.  Chairman,  we  are  committed  to  correcting  our  IRM  shortfalls  and  we  look  forward  to  seeing 
OGDEN's  recommendations  on  dealing  with  these  shortfalls. 

Resolution  of  the  Federal  Intermediate  Credit  Bank  of  Jackson  Issue 

FCA  received  a  formal  notification  of  the  merger  intentions  of  the  Federal  Intermediate  Credit 
Bank  (RCB)  of  Jackson  wdth  the  Farm  Credit  Bank  (FCB)  of  Columbia  on  February  3,  1993. 
The  banks  requested  that  FCA  grant  a  one-time  extension  to  postpone  the  mandatory  merger 
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completion  dale  until  October  31,  1993.  A  provision  in  the  Farm  Credit  Banks  and  Associations 
Safety  and  Soundness  Act  of  1992  (1992  Act)  allows  for  this  one-time  extension  if  the  agency 
receives  a  letter  of  intent  to  merge  and  the  agency  determines  that  such  letter  represents  a  bona 
fide,  good  faith  agreement  in  principle  to  merge.  On  February  11,  the  FCA  Board  determined 
that  the  letter  of  intent  executed  by  the  members  of  the  boards  of  directors  and  the  chief 
executive  officers  of  the  FICB  of  Jackson  and  the  FCB  of  Columbia  fulfilled  the  intent  of  the 
1992  Act  and  approved  this  one-time  extension. 

Closing  of  Receiverships 

At  the  beginning  of  1992,  there  were  12  Farm  Credit  System  institutions  in  receivership.  The 
FCA  Board  directed  the  final  actions  which  led  to  the  dissolution  of  eight  association  receiverships 
in  the  Spokane  and  Omaha  Farm  Credit  Districts.  The  board  also  officially  terminated  the 
charters  for  those  eight  receiverships  and  discharged  the  FCA-appointed  receivers.  Those 
termination  actions  concluded  the  agency's  monitoring  and  examination  expenses  for  those 
receiverships  and  allows  our  resources  to  be  directed  toward  resolving  the  remaining  four 
receiverships. 

Additionally,  positive  results  were  achieved  with  the  remaining  receiverships.  The  agency 
approved  the  final  plan  of  liquidation  for  two  receiverships.  One  of  those  was  able  to  pay  a 
second  liquidating  dividend  exceeding  the  par  value  of  stock  to  the  stockholders  of  record  at  the 
time  that  institution  was  placed  in  receivership.  Further,  the  assets  of  this  receivership  have  been 
reduced  from  more  than  $7.5  million  at  its  onset  to  slightly  more  than  $750,000  at  yearend  1992. 
There  are  no  remaining  liabilities  for  this  receivership  and  we  anticipate  discharging  the  receiver 
by  yearend  1993. 
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The  other  receivership  has  made  progress  in  reducing  its  assets  from  $16.2  million  at  the 
beginning  ol  the  receivership  to  less  than  $5.7  million  on  December  31,  1992.  In  January 
1993,  the  Farm  Credit  System  Insurance  Corporation  approved  the  cash  payment  lor  the 
protected  borrower  stock  to  the  stockholders  of  record  at  the  time  of  the  closing,  thus  fulfilling 
a  congressional  objective  of  protecting  the  System's  farmer-borrowers  who  had  loans  prior  to 
1987. 

The  assets  and  activities  of  the  two  receiverships  in  the  Jackson  Farm  Credit  District  consist 
primarily  of  a  large  acquired  property  and  various  lawsuits.  When  originally  placed  in  receivership 
in  May  1988,  these  two  Jackson  District  institutions  had  more  than  $1.9  billion  in  total  assets. 
Those  assets  were  successfully  reduced  to  $12.4  million  by  yearend  1992.  The  number  of 
lawsuits  has  been  reduced  from  42  in  1990  to  14  at  yearend  1992.  A  settlement  has  recently 
been  reached  in  one  lawsuit  regarding  the  sale  of  the  mineral  rights  from  tne  former  Federal 
Land  Bank  of  Jackson  to  the  Federal  Intermediate  Credit  Bank  of  Jackson.  We  anticipate 
continued  progress  on  the  resolution  of  the  remaining  lawsuits  and  in  the  reduction  of  the 
receivership's  assets. 

Mr.  Chairman,  I  would  like  to  close  by  pointing  out  a  unique  element  of  the  Farm  Credit 
Administration — an  element  that  sets  FCA  apart  from  other  financial  institution  regulators. 
That  element  is  agriculture.  Unlike  other  Federal  financial  institution  regulators,  the  Farm 
Credit  Administration  is  committed  to  serving  agriculture  by  assuring  that  farmers  have  access 
to  sound,  competitive,  and  constructive  credit. 

Mr.  Chairman,  we  will  be  pleased  to  respond  to  any  questions  you  or  the  members  of  the 
subcommittee  may  have. 
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Attachment  A 


FARM  CREDIT  ADMINISTRATION 

Fiscal  Year  1994  -  Explanatory  Notes 
February  25,  1993 

The  Farm  Credit  Administration  (FCA)  is  an  independent  agency  in  tlie  executive  branch  of  the  U.S. 
Government.  It  is  responsible  for  the  regulation  and  examination  of  the  banks,  associations,  and 
related  entities  that  collectively  comprise  what  is  known  as  the  Farm  Credit  System  (System), 
including  the  Federal  Agricultural  Mortgage  Corporation  (Farmer  Mac).  Initially  created  by  an 
Executive  Order  of  the  President  in  1933,  the  agency  now  derives  its  powers  and  authorities  from 
the  Farm  Credit  Act  of  1971,  as  amended  (Act). 

The  principal  activities  of  the  FCA  are  the  administration  of  the  Act  through  the  issuance  and 
approval  of  amendments  to  the  Federal  charters  of  System  institutions;  the  approval  of  mergers 
between  System  institutions;  making  annual  reports  to  the  Congress  on  the  condition  of  the  System 
and  its  institutions;  approving  the  issuance  of  obligations  of  the  System;  establishing  the  Federal 
regulations  for  System  institutions;  and  examining  System  institutions  for  compliance  with  statute, 
regulations,  and  safe  and  sound  banking  practices.  If  any  System  institution  is  found  to  be  in 
violation  of  statute  or  regulations,  or  is  operating  in  an  unsafe  or  unsound  manner,  the  agency  may 
utilize  its  congressionally  granted  enforcement  options  to  bring  about  corrective  action.  In  addition, 
the  FCA  examines  the  National  Consumer  Cooperative  Bank  annually  and  presents  this  Report  of 
Examination  to  the  Banking  Committees  of  the  U.S.  Senate  and  the  House  of  Representatives. 

Management  of  the  agency  is  vested  in  a  full-time,  three-person  board  whose  members  are  ap- 
pointed by  the  President  with  the  advice  and  consent  of  the  Senate.  The  board  members  serve  for 
a  6-year  term  and  may  not  be  reappointed  after  they  have  served  a  full  term.  The  President  also 
designates  the  chairman  of  the  board  who  serves  as  the  agency's  chief  executive  officer. 

The  FCA  does  not  receive  appropriated  funds  but  is  subject  to  legislative  action  each  year  for  a 
limitation  on  its  administrative  expenses.  All  of  the  FCA's  administrative  expenses  are  paid  by  the 
institutions  it  regulates  and  examines. 


Management  Study 

The  report  language  in  the  FY  1992  agricultural  appropriations  bills  of  both  the  Senate  and  the 
House  of  Representatives  suggested  that  the  FCA  contract  for  an  outside  study  of  its  management 
and  operations.  The  management  consulting  firm  of  Riso-Dempsey  was  awarded  that  contract,  and 
the  study  was  completed  in  March  1992.  The  major  recommendations  of  the  study  were  to 
consider  appointing  a  chief  operating  officer  (COO),  to  complete  a  study  of  the  FCA's  use  of  its 
computer  technology,  and  to  eliminate  25  positions  by  FY  1995. 

Implementation  of  these  recommendations  should  be  completed  during  fiscal  year  1993.  A  COO 
has  been  employed  and  is  responsible  for  the  day-to-day  management  operations  of  the  FCA.  One 
of  the  major  responsibilities  to  be  accomplished  by  the  COO  in  FY  1994  will  be  the  integration  of 
the  agency's  strategic  plan  with  FCA's  budget. 
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Additionally,  the  computer  technology  study  has  begun.  The  study  will  evaluate  the  effectiveness 
of  FCA's  information  systems  capability,  its  capacity  and  how  it  is  used,  and  the  planning  process 
for  information  resources  management.  The  study  will  also  identify  information  system  needs  and 
opportunities,  develop  a  recommended  FCA  5-year  information  resource  plan,  and  develop  proce- 
dures for  updating  the  plan  annually.  The  study  is  expected  to  take  6  months  to  complete. 
Recommendations  from  that  computer  technology  study  will  be  implemented,  as  appropriate,  begin- 
ning in  FY  1994. 

Supervisory  Responsibilities 

A  significant  number  of  FCA  examiners,  beginning  in  1986,  were  hired  directly  out  of  college. 
Two-thirds  of  our  examiners  are  now  commissioned  compared  with  just  slightly  more  than  40 
percent  4  years  ago.  With  their  increased  knowledge  and  skills,  these  commissioned  examiners  are 
better  able  to  handle  additional  responsibiUties  and  a  greater  workload.  Therefore,  FCA  can 
effectively  carry  out  its  regulatory,  enforcement,  and  examination  functions  with  fewer  people. 

This  is  illustrated  by  a  comparison  of  the  System's  level  of  total  assets,  as  reported  in  the  System's 
combined  fmancial  statements,  with  the  number  of  examiners  employed  by  the  agency.  The  period 
covered  is  from  December  31,  1988,  through  September  30,  1992.  As  shown  in  this  chart,  the 
number  of  examiners  has  been  reduced  from  a  high  of  333  in  1988  to  the  current  level  of  241,  a 
reduction  of  more  than  27  percent.  During  this  same  period,  the  System's  total  assets  have  remained 
fairly  constant. 


12/31/88 

12/31/89 

12/31/90 

12/31/91 

9/30/92 

Total  Assets  (billion  $) 

$61.6 

$63.9 

$63.5 

$62.5 

$63.2 

Total  Number  of  Examiners 
(including  regulatory  and 
enforcement  examiners) 

333 

312 

280 

253 

241 

Assets  per  Examiner  (billion  $) 

$.18 

$.20 

$.23 

$.25 

$.26 

Other  factors  have  led  and  may  lead  to  increased  costs  for  the  examination  function.  One  major 
factor  is  the  structure  of  the  System.  The  statute  requires  that  FCA  examine  each  direct  lending 
institution  of  the  System  at  least  once  each  year.  On  January  1,  1989,  there  were  127  direct  lending 
associations.  On  January  1,  1993,  direct  lenders  had  increased  to  166.  On  the  other  hand,  on 
January  1,  1989,  there  were  154  Federal  Land  Bank  Associations  (FLBAs)  which  were  not  direct 
lenders  and  consequently  had  to  be  examined  only  every  3  years.  On  January  1,  1993,  there  were 
77  FLBAs,  which  require  less  effort  to  examine  than  direct  lenders.  This  increase  of  direct  lender 
associations  requires  more  examination  effort  and  resources  than  the  savings  generated  by  77  fewer 
FLBAs.  Therefore,  while  the  total  number  of  associations  has  declined  from  281  on  January  1, 
1989,  to  243  on  January  1,  1993,  the  number  of  direct  lending  associations  subject  to  annual 
examination  has  increased  by  39,  or  about  30  percent  This  trend  is  expected  to  continue  throughout 
FY  1994,  resulting  in  additional  demands  on  FCA's  examination,  enforcement,  and  legal  staffs. 
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In  addition  to  the  examinations  of  associations,  the  agency  conducts  annual  examinations  of  the 
10  Farm  Credit  Banks,  the  3  Banks  for  Cooperatives,  the  Federal  Intermediate  Credit  Bank  of 
Jackson,  the  Farm  Credit  System  Funding  Corporation,  Farmer  Mac,  and  the  other  System  service 
institutions.  These  examinations  are  generally  more  complex  and  require  significantly  more  re- 
sources than  most  association  examinations.  As  of  September  30,  1992,  the  Office  of  Examination 
had  a  field  examination  staff  of  205  examiners  devoted  to  the  completion  of  all  of  these  examination 
responsibilities. 

The  following  charts  show  the  number  of  System  associations  by  category  and  the  frequency  of 
FCA  examinations  for  each  type  of  association. 


Dale 

Total 

Direct  Lender  Associations 

Requiring  Annual 

Examinations 

Nondirect  Lender  Associations 

Requiring  Tri-annual 

Examinations 

1/1/89 

281 

127 

154 

1/1/90 

272 

126 

146 

1/1/91 

293 

173 

120 

1/1/92 

250 

165 

85 

1/1/93 

243 

166 

77 

System  Associations  Requiring  Examinations 
Direct  Lenders  vs.  Nondirect  Lenders 


320  - 
300  - 
280  - 
260  - 
240  - 
220  - 
200  - 
180  - 
160 
140 
120 
100 

80 

60 





-L 


_L 


X 


X 


-U 


1/1/89 


1/1/90 


1/1/91 


1/1/92 


1/1/93 


Total  Number  of  Assns. 


Number  of  Direct  Lenders   •  •  •  •    Number  of  Nondirect  Lenders 
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Employee  Compensation 


The  Financial  Institutions  Reform,  Recovery,  and  Enforcement  Act  of  1989  (FIRREA)  required  that 
compensation  of  employees  of  Federal  financial  institution  regulators  be  comparable.  The  agency 
has  responded  to  this  mandate  by  targeting  its  staffs  compensation  at  the  average  of  the  compen- 
sation of  the  other  regulators.  In  1991  FCA  compensation  was  about  9  percent  below  this  average. 
After  pay  increases  in  FY  1992  and  FY  1993,  FCA  salaries  will  be  on  a  par  with  the  average  market 
rate  paid  by  the  other  Federal  financial  institution  regulators. 


Recommendations  from  ttie  FY  1993  Congressional  Appropriation  Reports 

On  October  15,  1992,  the  FCA  Board  voted  to  implement  the  committee  report  language  outlined 
in  Public  Law  102-341  (the  FY  1993  agricultural  appropriations).  Those  recommendations  and  a 
summary  of  their  implementation  by  the  agency  follows: 

(1)  "The  Committee  is  concerned  by  indications  that  examination  functions  would  be 
curtailed  due  to  the  House  reduction  to  the  budget  request.  No  reductions  for  such 
functions  have  been  provided  in  this  recommendation." 

As  explained  above,  the  examination  function  is  not  being  reduced  in  FY  1993  due  to  the 
reduction  in  the  FY  1993  administrative  expense  limitation.  However,  examination  scope 
should  be  reduced  due  to  the  passage  of  Public  Law  102-552,  which  allows  the  FCA  some 
increased  flexibility  in  defming  the  scope  of  examinations. 

(2)  "The  Committee  will  expect  the  FCA  Board,  acting  in  its  capacity  as  the  Farm 
Credit  System  Insurance  Corporation  (FCSIC)  Board,  to  carefully  monitor  the 
growth  in  FCSIC  expenditures.  Further,  it  is  unacceptable  to  the  Committee  to 
have  FCA  expenses  shifted  to  FCSIC  or  to  have  FCSIC  obligations  increase  as  a 
result  of  the  Committee's  action  to  reduce  FCA  obligations." 

The  Farm  Credit  System  Insurance  Corporation's  (Corporation)  expenses  and  staff  have  not 
increased  as  a  result  of  congressionally  imposed  cuts  to  the  FCA's  budget.  Increases  in 
expenses  are  related  to  the  Corporation's  moving  into  an  operational  mode.  The  Corporation 
has  implemented  an  agreement  with  the  agency  which  governs  how  FCA  reimbursable  ser- 
vices will  be  provided  to  the  Corporation.  The  agreement  requires  that  all  FCA  reimbursable 
services  on  behalf  of  the  Corporation  be  pre-approved  by  the  Corporation's  chief  operating 
officer.  The  Corporation  has  implemented  procedures  and  internal  controls  to  ensure  that  all 
FCA  reimbursable  services  are  properly  pre-approved  and  post  reviewed  prior  to  payment. 
The  Corporation  requires  the  FCA  to  submit  a  detailed  monthly  billing  supporting  all  charges. 
This  billing  is  audited  by  Corporation  staff  prior  to  payment.  In  contracting  for  services,  the 
Corporation  evaluates  whether  FCA  or  other  sources  are  most  cost  effective. 
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(3)  "Information  describes  excess  supervisory  staff  .  .  ." 

The  following  supervisory  positions  were  eliminated:  the  director  and  four  associate  directors 
of  the  former  Policy  and  Risk  Analysis  Division;  two  other  supervisors  in  the  Policy  and  Risk 
Analysis  Division;  the  chief  of  the  former  Training  Division;  and  the  deputy  director  of  the 
Office  of  Resources  Management.  The  Riso-Dempsey  study  also  recommended  that  the 
Office  of  Examination  eliminate  some  of  its  management  positions  and  the  Office  of  General 
Counsel  study  its  management  structure.  Although  the  consultant  did  not  recommend  imme- 
diate action,  both  offices  have  been  restructured. 

The  Office  of  Examination  reduced  its  management  structure  effective  January  1993.  This 
was  possible  because  the  expertise  of  the  examination  staff  has  improved  substantially  in 
recent  years  as  many  examiners  have  completed  training  and  become  commissioned.  There- 
fore, intensive  supervision  of  the  examination  staff  is  no  longer  necessary,  and  the  19  former 
managers  are  now  able  to  directly  handle  complex  examinations. 

The  Office  of  General  Counsel  reassigned  the  three  Assistant  General  Counsels  from  line 
management  positions.  The  restructured  OGC  has  two  divisions,  each  headed  by  an  Associate 
General  Counsel,  with  eight  attorneys  assigned  to  each  division. 

(4)  ".  .  .  excess  personnel  ..." 

The  Riso-Dempsey  study  of  FCA  management  recommended  a  net  reduction  of  15  positions 
for  FY  1993.  FCA  agreed  with  the  majority  of  the  consultant's  recommendations,  but 
eliminated  40  positions — more  than  twice  the  actual  number  recommended. 

(5)  ".  .  .  lack  of  cost  analysis  for  equipment  purchases  .  .  ." 

The  FCA  Board  concurs  that  cost  analysis  for  equipment  purchases  is  a  sound  business 
practice  and  the  agency  will  undertake  the  necessary  efforts  to  evaluate  all  significant  expen- 
ditures under  these  guidelines.  Written  procedures  have  been  drafted  to  ensure  compliance 
with  this  recommendation.    These  procedures  should  be  issued  within  the  next  month. 

(6)  ".  .  .  expenses  for  personal  business  cards  .  .  ." 

The  FCA  does  not  purchase  business  cards  for  its  employees. 

(7)  ". . .  headquarters  staff  going  out  of  the  Washington,  D.C.  area  on  per  diem  to  meet 
with  headquarters  staff." 

In  August  1992,  the  CEO  issued  a  memorandum  stating  ".  .  .  it  is  prudent  that  staff  meetings 
and  conferences  be  held  as  close  to  home  as  possible.  As  a  general  rule,  staff  meetings  will 
be  held  within  the  local  commuting  area  or  at  FCA  offices.  I  understand  that  there  may  be 
occasions  when  FCA  or  local  facilities  may  not  be  suitable,  and  I  will  consider  requests  for 
exceptions  on  a  case-by-case  basis." 
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(8)  ".  .  .  the  Committee  expects  the  FCA  to  establish  a  Chief  Operating  Officer  to 
professionally  manage  the  agency.  This  position  should  report  to  the  FCA  Board." 

A  COO  reported  for  work  in  November  1992.  She  reports  to  the  FCA  Board  on  policy 
matters  and  operates  under  the  direction  of  the  agency's  chief  executive  officer  in  accordance 
with  policies  and  administrative  objectives  established  by  the  CEO  and  the  FCA  Board.  The 
COO  has  broad  responsibility  for  supervising  the  development  and  implementation  of  the 
agency  budget  and  operating  program. 

(9)  "The  Committee  expects  the  FCA  to  initiate  several  additional  management  actions, 
including  complying  with  all  Federal  Acquisition  Regulations  (FAR)  and  Comptrol- 
ler General  opinions  related  to  expenses." 

In  a  resolution  dated  October  15,  1992,  the  FCA  Board  confirmed  its  position  to  comply  with 
this  recommendation.  The  Board  has  directed  staff  to  competitively  bid  all  contracts,  unless 
a  sole  source  contract  is  justified  under  FAR,  and  to  develop  procedures  that  comply  with  die 
spirit  of  all  applicable  Federal  Acquisition  Regulations  and  Comptroller  General  opinions 
regarding  administrative  expenses.  These  procedures  will  be  finalized  during  die  current 
fiscal  year  and  implemented  immediately  upon  completion. 

(10)  "The  agency  should  also  scrutinize  the  expenses  of  the  Farm  Credit  Building  Asso- 
ciation to  assure  they  are  necessary  and  cost-efficient.  The  operation  and  mainte- 
nance expenses  of  the  headquarters  building  appear  to  be  excessive  when  compared 
to  GSA  costs  for  similar  space  in  the  McLean,  Virginia  area." 

Prior  to  the  November  1992  meeting,  the  agency  completed  an  in-depth  review  of  the  Farm 
Credit  System  Building  Association  and  the  expenses  of  its  operations.  The  Board  subse- 
quently adopted  a  budget  for  die  building  association  for  calendar  year  1993  that  reduces  the 
building  association's  expenses  by  $100,000.  Moreover,  the  Board  initiated  a  study  by  an 
engineering  firm  of  die  association's  capital  needs  in  order  to  determine  an  appropriate 
amount  for  a  capital  reserve  fund.  At  the  lime  of  the  study,  the  association's  reserves  were 
approximately  $4.7  million.  The  study  determined  that  the  primary  capital  replacement  and 
repair  needs  of  the  building  could  be  met  over  the  next  10-year  period  with  a  reserve  of 
$1,225  million,  in  net  present  value  dollars. 

After  die  establishment  of  a  new  capital  reserve  account  at  this  level,  die  Board  voted  to  use 
the  remainder  of  the  former  reserve  account  to  fund  1993  operations.  This  amount,  together 
with  other  building  association  income,  will  cover  1993  operating  expenses  without  the  need 
for  an  assessment  In  addition,  the  Board  adopted  a  policy  to  institute  new  operating  pro- 
cedures designed  to  continue  this  effort  to  monitor  die  association's  costs. 

The  General  Accounting  Office  has  started  a  study  in  compliance  with  a  provision  included 
in  Public  Law  102-552  which  stated,  'The  Comptroller  General  of  the  United  States  shall 
evaluate  and  report  to  the  appropriate  committees  of  Congress  on  the  potential  savings  to  die 
Farm  Credit  System  and  its  shareholders  that  might  occur  if  System  institutions  and  die  FCA 


657 

were  required  to  comply  with  General  Services  Administration  standards  for  office  space, 
furniture,  and  equipment."  This  report  is  due  to  be  provided  to  Congress  by  October  28, 
1993. 

(11)  ".  .  .  the  agency  should  review  the  personnel  requirements  and  expenses  of  the 
Farm  Credit  System  Insurance  Corporation." 

The  Corporation  plans  to  operate  with  a  small  core  staff.  The  Corporation's  board  of  directors 
voted  to  approve  a  budget  for  FY  1994,  which  included  1 1  FTEs.  In  earlier  budget 
submissions,  FTEs  for  FY  1994  were  estimated  at  16.  Staffing  and  other  expenses  are  being 
minimized  by  relying  on  the  FCA  for  examination,  legal,  and  administrative  support.  The 
Corporation  is  also  setting  up  other  contractual  arrangements  which  will  provide  specialized 
expertise  as  needed  rather  than  adding  staff  to  prepare  for  all  contingencies.  For  example, 
specialized  accounting  and  asset  valuation  services  may  be  needed  in  the  event  the  Corpo- 
ration is  appointed  as  a  receiver. 


Conclusion 

The  agency  has  acted  to  meet  all  recommendations  regarding  its  budget  mandated  by  the  Congress 
during  the  current  fiscal  year.  With  the  completion  of  the  computer  technology  study,  anticipated 
in  June  1993,  all  of  the  recommendations  in  the  Riso-Dempsey  management  study  will  have  been 
considered  and  addressed. 

In  the  proposed  FY  1994  budget,  the  agency  will  request  funding  for  the  resources  necessary  to 
carry  out  its  mission  to  ensure  the  safe  and  sound  operation  of  the  banks,  associations,  and  related 
entities  of  the  Farm  Credit  System. 
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FARM  CREDIT  ADMINISTRATION 

Addendum  to  the 

Fiscal  Year  1994  Explanatory  Notes 

April  8,  1993 

FCA  proposes  a  budget  of  $41.68  million  for  FY  1994  The  FY  1994  budget  for  administrative 
expenses  of  the  FCA  represents  a  $1  775  million  increase,  or  4  4  percent  over  the  agency  budget 
for  FY  1993.  This  proposed  increase,  if  approved,  will  be  the  first  increase  in  the  agency's  budget 
since  FY  1991 

The  following  chart  represents  the  changes  in  the  amount  of  the  agency's  budget  each  fiscal  year 
since  1987.  Reflected  in  this  chart  is  the  percentage  of  annual  budget  increase  compared  with  the 
corresponding  inflation  factor,  as  measured  by  the  Consumer  Price  Index.  Inflation  figures  for  1 993 
and  1994  are  Government  projections,  while  the  FCA  budgets  are  the  amounts  authorized  by  the 
Congress,  with  the  exception  of  FY  1994,  which  is  FCA's  proposed  budget.  As  the  bolded  portion 
of  the  chart  shows,  the  overall  average  rate  of  increase  in  the  FCA's  budget  has  been  less  than  the 
rate  of  inflation  for  the  period  since  1987. 


Year 

1987 

1988 

1989 

1990 

1991 

1992 

1993 

1994 

Average 

Budget  (million  $) 

$394 

$35.0 

$34.9 

$36.1 

$40.3 

$40.3 

$39.9 

$41.7 

%  Increase 

N/A 

(11.2) 

(0.3) 

3.4 

11.6 

0.0 

(1.0) 

4.4 

1.0 

%  Inflation 

N/A 

4.1 

4.8 

5.4 

4.2 

2.8 

3.2 

3.6 

4.0 

The  Financial  Institutions  Reform,  Recovery,  and  Enforcement  Act  of  1989  (FIRREA)  required  that 
compensation  of  employees  of  Federal  financial  institution  regulators  be  comparable.  The  agency 
has  responded  to  this  mandate  by  targeting  its  staffs  compensation  at  the  average  of  the  compen- 
sation of  the  other  regulators  In  1991  FCA  compensation  was  about  9  percent  below  this  average. 
After  pay  increases  in  FY  1992  and  FY  1993,  FCA  salaries  are  on  par  with  the  average  market  rate 
paid  by  the  other  Federal  financial  institution  regulators. 

Almost  82  percent  of  the  FY  1994  budget  is  for  employee  compensation  and  personnel  benefits 
Over  80  percent  of  the  increase  in  FCA's  projected  needs  for  1994  is  for  merit  pay  adjustments  and 
career  ladder  promotions  for  agency  employees  and  the  benefits  associated  with  these  salary  in- 
creases. Without  the  budget  authority  necessary  to  continue  with  the  current  pay-for-performance 
salary  program,  the  FCA's  competitive  position  would  fall  below  that  of  other  regulators  and  the 
potential  for  additional  losses  of  highly  skilled  personnel  would  increase 

Included  in  the  proposed  FY  1994  budget  is  a  $200,000  request  to  obtain  outside  expertise  to  assist 
the  agency's  Risk  Analysis  Division  in  performing  an  assessment  of  internal  and  external  risks  and 
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the  possible  solutions  to  control  those  risks  To  the  extent  possible,  this  risk  assessment  will  be 
performed  internally  with  the  requested  funds  used  only  to  obtain  the  specialized  outside  expertise 
needed  to  complete  this  project. 

Approximately  $125,000  is  requested  for  another  contract  for  an  independent  public  accountant  to 
audit  the  agency's  financial  statements  The  agency  will  prepare  its  financial  statements  in  1993 
based  on  generally  accepted  accounting  principles  that  are  applicable  for  government  agencies  This 
audit  of  the  financial  statements  will  be  conducted  under  the  purview  of  the  Inspector  General. 
Special  emphasis  will  be  placed  on  evaluating  the  existence  and  appropriateness  of  the  agency's 
controls  over  its  financial  statements. 

The  balance  of  the  proposed  increase  will  cover  general  agency  operating  cost  increases  associated 
with  employee  relocations,  supplies,  and  other  miscellaneous  items.  The  FCA  also  plans  to  install 
a  new  accounting  system  during  FY  1 993 .  Through  the  use  of  this  new  system,  the  agency  will 
be  better  able  to  scrutinize  all  expenses  to  ensure  improved  efficiency  in  its  oversight  of  the 
institutions  it  regulates  and  examines. 

Stafdng  Requirements 

The  Office  of  Resources  Management  has  reduced  its  staff  through  the  consolidation  of  the  former 
Training  Division  with  other  personnel  functions.  The  FCA  determined  that  its  training  effort, 
which  was  expanded  in  1986  to  develop  a  large  group  of  entry  level  employees  into  a  professional 
corps  of  commissioned  examiners,  could  be  decreased  now  that  this  developmental  process  has  been 
largely  achieved.  During  FY  1994,  FCA  staff  levels  will  continue  to  decrease  in  greater  proportions 
than  the  recommendations  in  the  Riso-Dempsey  study.  The  agency  is  proposing  to  reduce  the 
number  of  its  ftill-time  equivalents  (FTEs)  from  464  FTEs  in  FY  1993  to  453.8  FTEs  in  FY  1994. 
Subsequent  to  the  approval  of  the  agency's  FY  1993  budget.  Executive  Order  12839,  dated  Febru- 
ary 10,  1993,  required  the  FCA  to  reduce  the  level  of  FTEs  fi-om  464  to  459  in  FY  1993  and  452.8 
in  FY  1994     The  FY  1994  budget  reflects  the  agency's  compliance  with  this  Order. 


The  following  charts  indicate  FTE  levels  for  the  agency: 


Fiscal 
Year 

Full-Time 
Equivalents 

1988 

565.3 

1989 

565.3 

1990 

532.7 

1991 

5147 

1992 

4866 

1993 

4590 

1994 

452.8 
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Sixty  percent  of  the  agency's  employees  in  FY  1994  will  work  in  the  Office  of  Examination,  and 
the  salaries  and  benefits  associated  with  this  more  senior,  experienced  staff  are  significantly  higher 
than  they  were  in  FY  1991,  the  last  year  the  agency  was  granted  an  increase  in  its  administrative 
expense  limitation.  Flexibility  in  the  scope  of  FCA  examinations,  provided  by  the  Farm  Credit 
Banks  and  Associations  Safety  and  Soundness  Act  of  1992  (Public  Law  102-552),  will  assist  the 
agency  in  accomphshing  its  mission  to  examine  and  regulate  the  System  with  fewer  employees. 
Already,  we  believe  this  new  flexibility  has  contributed  to  a  preliminary  reduction  of  at  least  six 
additional  FTEs  in  FY  1994. 

Request  for  Removal  of  Administrative  Expense  Limitations  for  Selected  Offices 

The  FY  1993  appropriations  law  provided  for  the  following  administrative  expense  limitations  for 
three  offices  within  FCA: 

(1)  $2  million  for  the  Office  of  General  Counsel — 

The  Office  of  General  Counsel  will  limit  expenditures  to  $2  million  in  FY  1993.  It  has 
reduced  its  staff  through  a  reduction  in  force  which  eliminated  four  attorney  positions  and  one 
paralegal  assistant.  The  FY  1994  budget  proposes  a  7.2-percent  increase  in  expenses  for  that 
office;  however,  the  number  of  FTEs  remains  the  same  as  in  FY  1993.  The  proposed  budget 
requests  that  the  administrative  expense  limitation  for  this  office  be  removed. 

(2)  $500,000  for  the  Office  of  Congressiom.1  and  Public  Affairs — 

This  office  will  limit  its  expenditures  to  $500,000  in  FY  1993.  It  has  reduced  its  staff  from 
an  approved  level  of  eight  to  five  FTEs.  The  FY  1994  budget  proposes  an  8.4-percent 
increase  in  expenses  in  that  office;  however,  the  number  of  FTEs  remains  the  same  as  in  FY 
1993.  The  proposed  budget  requests  the  adminisu-ative  expense  limitation  for  this  office  be 
removed. 

(3)  $300,000  for  the  Office  of  Secondary  Market  Oversight— 

The  office  will  limit  expenditures  to  $300,000  in  FY  1993.  It  was  anticipated  this  office 
would  be  staffed  with  a  director,  an  analyst,  and  a  secretary.  A  director  was  hired  and 
reported  for  duty  in  August  1992.  No  other  permanent  staff  will  be  employed  in  this  office 
during  FY  1993  and  no  increase  in  stalf  is  projected  for  FY  1994.  FCA  staff  will  be  used 
on  a  reimbursable  basis  to  complete  the  annual  examination,  carry  out  minimal  regulatory 
development  work,  and  provide  basic  support  services  to  the  director. 

The  budget  reduction,  as  well  as  lack  of  available  data,  will  make  it  impossible  for  OSMO 
to  carry  out  its  statutory  mandate  to  do  a  stress  study  and  write  regulations  implementing 
capital  standards  by  the  December  31.  1993  deadline.  The  FY  1994  budget  proposes  an  8.8- 
percent  increase  in  the  expenses  in  that  office;  however,  the  number  of  FTEs  remains  the  same 
as  it  is  in  E^  1993.  The  proposed  budget  requests  the  administrative  expense  limitation  for 
this  office  be  removed. 
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Agency  Offices  with  Administrative  Expense  Limitations 

Following  is  a  chart  of  the  actual  and/or  authorized  FTEs  lor  the  Office  of  General  Counsel,  the 
Office  of  Congressional  and  Public  Affairs,  and  the  Office  of  Secondary  Market  Oversight.  Fiscal 
years  1987  through  1992  are  actual  FTE  levels,  FY  1993  is  the  current  authorized  FTE  level,  and 
FY  1994  is  the  proposed  level. 


FY  87 

FY  88 

FY  89 

FY  90 

FY  91 

FY  92 

FY  93 

FY  94 

(xx: 

15.2 

18.8 

21.1 

19.8 

24.3 

24.9 

20.8 

20.8 

OCPA 

7.8 

7.2 

6.2 

4.6 

6.7 

6.8 

5.2 

5.0 

OSMO 

0.13 

1.0 

1.0 

Conclusion 

The  agency  has  acted  to  meet  all  recommendations  regarding  its  budget  mandated  by  the  Congress 
during  the  current  fiscal  year.  With  the  completion  of  the  computer  technology  study,  anticipated 
in  June  1993,  all  of  the  recommendations  in  the  Riso-Dempsey  management  study  will  have  been 
considered  and  addressed. 


In  the  proposed  FY  1994  budget,  the  agency  requests  funding  for  the  resources  necessary  to  carry 
out  its  mission  and  requests  the  removal  of  the  adminisu^ative  expense  limitations  for  selected 
offices. 
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